HCFA- 1030- FC 152

C. Benefits and Beneficiary Protections

1. Introduction

Subpart C of these regul ations details the scope of benefits
a Medicare beneficiary is entitled to receive when el ecting
coverage through an M+C plan, as well as establishing a nunber of
beneficiary protections in areas related to access rul es,
enrol |l ee notification requirenents, confidentiality and others.
The statutory authority for nost of the provisions of subpart C
is found in section 1852 of the Act, which outlines benefit
requi renents and provides authority for beneficiary protections
under Medicare Part C. Many of the statutory provisions are the
same as, or simlar to, benefit provisions of section 1876 of the
Act. Therefore, nuch of the regulatory |anguage of part 417 is
retai ned for purposes of establishing MC standards, as provided
for in section 1856(b)(2) of the Act (which provides for basing
M+-C st andards on section 1876 standards inplenenting anal ogous
provi si ons, where consistent with Part C).

Al'l M-C organi zations are required to cover the full range
of Medicare benefits that are avail abl e under original Medicare
to beneficiaries in the area who are not enrolled in an M+C pl an,
subject to certain rules regardi ng an accessi bl e network of
providers. MC organizations are further required to cover
Medi care preventive benefits with the same frequency that they

are covered under original Medicare (for exanple, annua



HCFA- 1030- FC 153
screeni ng manmogr aphy exami nations). Beneficiaries my be
required to contribute to the cost of covered services in the
formof cost sharing provided for under the MtC pl an.
Beneficiaries may have to cover all costs until a deductible is
met (including the high deductible provided for under an MSA
pl an--see section Il of this preanble), a percentage of costs in
the formof coinsurance, or a fixed anmount for services, in the
formof a copaynent. As discussed in section Il.G below, there
are limts that apply to the cost sharing that can be inposed on
beneficiari es under M+C plans. For benefits that are covered
under original Medicare, the benefits nust be obtained through
provi ders neeting the conditions of participation of the Medicare
progr am

This section of the preanble mainly discusses the
requi renents for network plans. Sections Ill and IV of the
preanbl e provide nore extensive information about benefit
requi renents applicable to non-network MtC MSA plans and to
private fee-for-service plans, respectively. Oganizations with
networ k pl ans, which include coordinated care plans and network
M-C MSA plans, are permtted to restrict enrollees to a specified
network of providers in the case of non-emergency/urgent services
if they have a network in place to provide these services
directly or through arrangenents (that is, witten agreenents

with providers) that neet the availability and accessibility
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requi renents of section 1852(d)(1) of the Act and 8422. 112,

di scussed bel ow.

2. Energency, Urgently Needed, and Post-Stabilization Care
Services (88422.2, 422.100, 422.112, and new 8422.113)

In sonme situations, an MtC organi zation is required to
assunme liability for services provided to Medicare enroll ees
t hrough noncontracting providers. |In particular, under
8422.100(b), the organization is required to assune financi al
responsibility for the following itens and services obtained from
a provider that does not contract with the MtC organi zati on:

 Enmergency services;

e Urgently needed services;

* Renal dialysis services provided while the enroll ee was
tenporarily outside the MHC plan's service area,

* Post-stabilization care services; and

e For both network and non-network plans, services denied
by the M+C organi zati on and found upon appeal (under subpart M of
this part) to be services the enrollee was entitled to have
furni shed or paid for by the MtC organi zati on.

The requirenents that the MtC organi zati on assune fi nanci al
liability for renal dialysis services and post-stabilization care
are new requirenments introduced by the BBA that were not i ncluded
in the requirenents of section 1876 of the Act. The definitions

of emergency services and urgently needed services in the MC
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regul ati ons are based on section 1852(d) of the Act, and thus
differ fromthose used under the previous Medi care nanaged care
program (see 8417.401). |In accordance with section 1852(d)(3) of
the statute, an "energency nedical condition" exists if a
"prudent | ayperson” could reasonably expect the absence of

i medi ate nmedical attention to result in serious jeopardy or harm
to the individual. |In addition, the new definition of "energency
services" includes enmergency services provided both within and
outsi de of the plan, while the definition of "urgently needed
services" continues to enconpass only services provi ded outside
of the plan’s service area (or continuation area, if applicable),
except in extraordinary circunstances (as di scussed bel ow).

Under section 1852(d)(1)(C (i) of the Act, MtC organizations are
required to pay for nonenergency services provided other than

t hrough the organi zati on where the services are i medi ately

requi red because of unforseen illness, injury or condition, and
it is not reasonable given the circunstances to obtain the

servi ces through the organization.

In the June 26, 1998 interimfinal rule, definitions of
energency services and urgently needed services were provi ded at
8422.2; financial responsibility of the M+C organi zation for
energency, urgently needed, and post-stabilization care services
provi ded outside of the organizati on was addressed at 8422.100;

and special coverage rules for energency services and urgently
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needed services were provided at 8422.112. In this final rule,
general requirenments for financial responsibility for services
provi ded outside the MtC organi zation remain at 8422.100, while
definitions and policies relating to all types of energency

epi sodes of care, including anbul ance services, energency
services, urgently needed services, and post-stabilization care
servi ces, have been consolidated at 8422.113. Comments on these
aspects of the subpart C regul ations are discussed bel ow.

a. Definitions (8422.2 and new 8422.113)

Comment: Two conmenters requested that we specify in the
definition of "urgently needed services" that these are not
"emer gency services."

Response: Section 1852(d)(1)(C (i) of the Act specifies
that urgently needed services are not energency services. Thus,
as the commenters suggested, we are revising the definition of
urgently needed services to include the requested clarification.

Comment: One conmenter expressed support for, while another
comment er opposed, the inclusion of in-area unusual events in the
definition of urgently needed services. The conmenter opposing
the inclusion of in-area urgently needed services suggested that
if this provision is retained, M-C organi zations shoul d not be
required to disclose it in nenber materials or that we give
exanpl es of circunstances in which this exception would apply.

One commenter asked if this neant that beneficiaries could
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unilaterally obtain care out-of-plan if their MC organization
did not provide the care they requested. The comenter
supporting our position provided the exanple of equipnment failure
as a case in which in-area services mght not be avail abl e.
Response: As discussed in the preanble to the June 26, 1998
interimfinal rule (63 FR 34973), the inclusion of in-area
unusual events in the definition of urgently needed services is
based on the statutory |anguage at section 1852(d)(1)(C (i) of
the Act, which does not specify that these services are covered
only when the beneficiary is out-of-area. Rather, the statute
provi des for coverage of urgently needed services when "it was
not reasonable given the circunstances to obtain the services
t hrough the organi zation.” As stated in the regulations, in-area
coverage of urgently needed services applies only under unusua
and extraordi nary circunstances, for services provided when the
enrollee is in the service or continuation area, but the
organi zation’s provider network is tenmporarily unavail abl e or
i naccessi bl e, and such services are nedically necessary and
i medi ately required. W believe that exanples of when this
could arise would include unusual events such as an earthquake or
strike, if such events inpede enrollee access to care through MC
plan providers. This regulatory definition of urgently needed
services should be used in any materials that include a

description of urgently needed services.
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Wth regard to the request that the in-area exception in the
definition of urgently needed services be interpreted to nmean
that beneficiaries could seek care out-of-plan if the particul ar
services are not provided by an M+C organi zati on, we believe that
the conmmenter is asking about situations where an M+C
organi zati on has made a judgnent that services are not necessary
or not covered, rather than one in which the network is
unavai |l abl e. There are other nechanisns in place to handl e such
situations. W may require a plan to take corrective action,
where necessary, if a plan fails to provide services. In
addition, services that the beneficiary believes he or she was
entitled to receive fromthe MC organi zation, but that the
organi zati on deni ed or otherw se did not provide, may be appeal ed
under the regulations in subpart Mof part 422. \Wether
situations involving equi pnent failures would be consi dered
urgently needed services depends upon the clinical condition of
the patient, and the M+C organi zation’s ability to make services
avai | abl e notw t hst andi ng the equi pnent failure.

We note that, inherent to the various requirenments under
8422.112 relating to an MtC organi zation’s responsibility to
provi de adequate access to covered services, is the obligation of
an M+C organi zation to provide access to necessary care through
out - of - network specialists when its network is inadequate or

unavail able. That is, if in an individual case a plan’ s provider
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network is not adequate to neet an enrollee’ s health care needs
(for exanple, the plan includes no specialist qualified to treat
an enrollee’s rare condition), the organization shall authorize
the individual to go out of network to obtain the necessary care.
W are revising 8422.112(a)(3) to nmake this requirement explicit.
As discussed in detail in section II.M9 of this preanble,
failure to authorize such care constitutes an adverse
organi zati on determ nation, with conconitant appeal rights.

Comment: One conmenter requested further el aboration on
what is neant by "prudent |ayperson” within the definition of
emer gency services.

Response: Section 1852(d)(3) of the Act provides the
definition of emergency services that includes the prudent
| ayperson standard. Specifically, section 1852(d)(3)(B) of the
Act states that an energency nedical condition is a nedica
condition manifesting itself by acute synptons of sufficient
severity (including severe pain) such that a prudent |ayperson,
who possesses an average know edge of health and nedicine, could
reasonabl y expect the absence of imedi ate nedical attention to
result in (i) placing the health of the individual (or, with
respect to a pregnant wonman, the health of the woman or her
unborn child) in serious jeopardy, (ii) serious inpairnment to
bodily functions, or (iii) serious dysfunction of any bodily

organ or part. This entire definition should be considered when
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maki ng a determ nati on of whether a beneficiary acted
appropriately in seeking enmergency care. This definition is what
t he i ndependent review entity under contract with us wl|l

consi der when naki ng determ nati ons on beneficiary appeal s of
energency services that an M+C organi zati on has denied. Wth
respect to the term"prudent |ayperson,” we believe that the term
"prudent” has a conmonly understood neaning, and would refer the
reader to the general dictionary definition of this term A

| ayperson refers to an individual with an average know edge of
heal th and nedicine, as the definition of "energency nedica

condi tion" states. W do not believe that further el aboration of
the term prudent | ayperson is necessary.

b. Enforcenent of Energency Requirenents (88422.80, 422.100,

422.113)

Comment: Commrenters requested clarification of what steps

we were taking to ensure that M+C organi zati ons provi de access to
enmer gency services intended by | aw

Response: One nechani smwe use to ensure appropriate
provi sion of covered services by MtC organi zations is a review
process of all organization materials provided to beneficiaries,
i ncludi ng both pre-enrollnment marketing materials provided to
prospective enroll ees and post-enroll ment nenber materials for
enrol |l ees. For exanple, 8422.80(b)(5)(v) lists exanples of

menber shi p conmuni cati on materials we review, including
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menber shi p rul es, subscriber agreenents (evidence of coverage),
and menber handbooks. In considering our response to this
conment, we have determned that "wall et-sized" instruction cards
that m ght be used in the case of an energency should al so be
expressly included as nmaterials to be reviewed, because these
cards may contain instructions to enrollees on how to access
care, including instructions on what to do in an energency. W,
therefore, are adding wallet card instructions to the Iist of
exanpl es of marketing materials to be revi ewed under
8422.80(b)(5)(v) to ensure that wallet card instructions to
enrol |l ees are consistent with the statute and regul ati ons,
particularly requirenents that apply to emergency and urgently
needed services. W note that, as part of our nonitoring of the
"prudent | ayperson” standard, we have asked our i ndependent
review entity to report, on a quarterly basis, each instance in
which it overturns a denial of a claimfor energency services.
Also in response to this corment, we have decided to specify
at 8422.100(b) (1) (i) that M+C organi zations are required to cover
anbul ance services provi ded other than through the organi zation
that are dispatched through 911 or its |ocal equivalent. Section
422.113 specifies that the M+C organi zati on bears fi nanci al
responsi bility for anbul ance services where ot her neans of
transportati on woul d endanger the beneficiary’'s health. This

policy is consistent with original Medicare s coverage of
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anbul ance servi ces where other neans of transportation would
endanger the health of the beneficiary as provided by section
1861(s)(7) of the Act, as well as with the energency coverage
provi sions of section 1852(c)(1)(E) of part C of the Act. 1In
particular, we believe that the law s reference to use of the 911
t el ephone systemindicates statutory intent for coverage of

anbul ance servi ces whet her provided through the organization or
ot her than through the organi zation. Anbul ance services provided
t hrough the organi zati on woul d al so be considered part of basic
benefits under 88422.100(a) and 422.101. W note that

nonener gency anbul ance services generally woul d be covered only
when provided through the organization, to the sanme extent the
services are covered under the general Medicare principles set
forth in section 1861(s)(7) of the Act (that is, when use of

ot her forns of transportati on woul d endanger the health of the
beneficiary.) Regulations on original Medicare coverage of

anbul ance services may be found at 8§410. 40.

C. Access to Energency and Urgently Needed Services
(88422.112(c) and 422.113).

Comment: Commenters generally supported energency services

policies, such as the prudent |ayperson definition, the
prohi bition of prior authorizations, the requirenent for
out - of - pl an coverage, and the requirenent that the treating

physi ci an determ ne when the patient is stable. Comrenters
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requested clarification of the prohibition on prior
aut hori zati on.

Response: In considering our policy prohibiting prior
aut hori zation for enmergency services as required under section
1852(d) (1) (E) of the Act, we have determ ned that the regul ations
shoul d expressly reflect the fact that two parties are protected
fromprior authorization requirenents, that is, the beneficiary
and the energency provider treating the beneficiary. W are
clarifying at 8422.113(b)(2)(ii)(A) that prior authorization my
not be required fromthe beneficiary in any materials furnished
to enrollees (including wallet card instructions) and that,
consi stent with section 1852(c)(1)(E) of the Act, disclosure of
an enrollee's right to coverage of services nust include
di scl osure of the enrollee’s right to use the 911 tel ephone
system Also, 8422.113(b)(2)(ii)(B) specifies that materials
furnished to providers (including contracts with providers) may
not include instructions to seek prior authorization before an
enrol | ee has been stabilized.

We believe that these clarifications will pronote conpliance
with the prohibition in section 1852(d)(1)(E) of the Act on prior
aut hori zation requirenents for energency services.

Comment: A conmenter requested that we specify that

retroactive denials should not be allowed based solely on a fina
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di agnosi s, and that the presenting condition fromthe perspective
of the prudent |ayperson shoul d determ ne coverage.

Response: As noted in our preanble discussion of the
provi sions of 8422.112 in the June 26, 1998 interimfinal rule,
| ong- st andi ng Medi care nanaged care manual policy (82104)
prohi bited retrospective denial for services that appeared to be
energenci es, but turned out not to be energency in nature. This
policy is consistent with the "prudent |ayperson” el enent of the
definition of an energency nedical condition, in that the
perspective of the enrollee is a significant factor in
determ ni ng whether an enrol |l ee acted appropriately in seeking
enmergency care. As explained in the preanble to the interim
final rule, we believe that the current regul ati ons already
require such coverage. However, in light of the commenter’s
concern, we are including in new 8422.113(b)(2)(iii) the explicit
requi renent that M+C organi zati ons assume financi al
responsi bility for services neeting the prudent |ayperson
standard in the definition of emergency mnedi cal condition,
regardl ess of final diagnosis.

Comment: We received a nunber of commrents regarding the
limt in 8422.112(c) on copaynments for energency services
obt ai ned outside the MtC plan’s provider network (the | ower of
$50 or whatever the plan would charge for in-plan enmergency

care). Sone comenters argued that significant copaynents were
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necessary to deter unnecessary visits to the energency room and
noted that commercial fee-for-service insurance plans have
copaynents for energency care that nmay be higher than the $50
limt. Oher conmenters thought the $50 linit was a reasonabl e
standard. Sonme commenters suggested that the copaynent for an
enmergency roomvisit should be higher than that for a physician
office visit. One comenter requested that a requirenent for
advance di scl osure of the energency room copaynment anount be
substituted for a dollar Iimt. One comrenter requested
clarification that the $50 limt be for the "sumtotal" for all
care received for the energency episode. Another comrenter
argued for a rule prohibiting copaynents altogether, or at |east
for a reduced limt for |owincome beneficiaries.

Response: W appreciate the comenters’ responses to our
request for public cormment on the policy of limting the anount
that can be inposed as a copaynent for enmergency services. As we
stated in the preanble to the June 26, 1998 interimfinal rule,
our data showed that only 7 percent of Medicare nmanaged care
pl ans were chargi ng nore than $50 for energency services. W
bel i eve that all of the above comments have sone nerit, but that,
on bal ance, retaining the current policy (the |ower of $50 or
what ever the plan would charge for in-plan energency care) is the
best course of action. Although we agree that copaynents can

effectively deter unnecessary use of services, we believe that a
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$50 copaynment acconplishes this objective, since 93 percent of
M+-C organi zati ons do not exceed this anmount. W al so believe,
however, that a copaynent higher than this anount coul d
potentially deter an enrollee fromreceiving necessary emnergency
services. MtC organizations retain flexibility to set copaynent
amounts up to $50, including possible consideration for
| ow-i ncome beneficiaries, and organi zati ons nay provide for a
substantial differential between copaynents for physician office
visits and enmergency roomvisits. W believe that the difference
bet ween a $50 copaynent for an energency roomvisit and the
typical $5 to $10 copaynent for a physician’'s office visit is
sufficient incentive to recei ve nonenergency services at a
physician’s office. Wth respect to the cormmenter who advocat ed
di scl osure of emergency room copaynents, such copaynents are
al ready disclosed in the Medi careConpare database on the Internet
at HCFA' s website, ww. hcfa.gov, and MtC organi zations are
required to disclose these anmounts in nenbership materials
provided to beneficiaries. Finally, we believe that the current
| anguage al ready conveys that $50 is the sumtotal limt for
copaynent for services defined as energency services, and that
further clarification beyond this response is not necessary.
Comment: One conmenter suggested that beneficiaries be
i ssued a single Medicare identification card that coul d be

presented to their treating physicians and staffs, rather than
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one card issued by the M+C organi zati on and one issued by

Medi care. The commenter stated that beneficiaries frequently do
not present the correct card denoting MtC pl an coverage to their
treati ng physicians. The conmenters believe that the use of a
single card would all ow physicians and staffs to easily identify
exact Medicare coverage and the appropriate admnistrative and
billing procedures to be appli ed.

Response: The purpose of the Medicare card issued to the
beneficiary is to serve as proof of entitlenment to the Medicare
program W believe that the Medicare card and the MtC pl an
menber ship card serve two different purposes--to identify the
i ndividual as entitled to Medicare and to subsequently identify
how t he i ndividual receives the services. Conbining these
el enments into a single identification card would require the
i ssuance of a new card each tinme the beneficiary chose a new pl an
or returned to original Medicare. Thus, although we wel cone
suggestions to inprove the efficiency of our operations, we do
not believe that a single card should be issued to the
beneficiary.

(d. Post-Stabilization Care Services (88422.100 and 422.113)

Section 1852 (d)(2) of the Act gives the Secretary express
authority to establish requirenents needed to pronote the
“efficient and tinely coordination of appropriate maintenance and

post-stabilization care” (hereafter together referred to as
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“post-stabilization care”). Section 1852(d)(1)(C(iii) of the
Act establishes an M+C organi zation's responsibility to provide
rei mbursenent for these services. |Inplenmenting regul ations at
88422.100(b) (1) (iii) and 422.113(c) specify that an MtC

organi zation is financially responsible for post-stabilization
care services obtained within or outside of the MtC organi zati on.
This requirenent applies both to services pre-approved by the
organi zati on and services that were not pre-approved, under
certain circunstances, including situations where an M+C

organi zation fails to respond within 1 hour to a request for pre-
approval froma provider of post-stabilization care services (as
di scussed in detail below). W received a nunber of comments
regarding this section.

In this final rule, the special rules for post-stabilization
care services are included under new 8422.113. The requirenent
for financial responsibility for post-stabilization care services
provi ded outside the organi zati on remains at 8422. 100.

Comment: One commenter stated that after stabilization of
the emergent nedical condition, no imediate health risks should
exist. This commenter asked why there is a need to change the
time frame for obtaining approval of post-stabilization care,
whi ch the commenter apparently believed was 48 hours. Severa
commenters responded favorably to the 1-hour w ndow for

responding to a request for authorization of post-stabilization
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services, with one conmenter suggesting that 30 m nutes woul d be
a better tine frame.

Response: If no inmediate health risks exist follow ng an
ener gency epi sode, the patient would nost |ikely be discharged.
Post-stabilization care services are admnistered to ensure that
the patient remains stabilized foll ow ng an enmergency epi sode.

W agree with the majority of commenters who supported the 1-hour
time frane. W believe that an untinely response to a request
for post-stabilization care services would delay the delivery of
t hese services, thereby conpronmising their effectiveness. W are
not aware of the 48-hour tine frane referenced by one comenter,
as no such tinme frame exists under Medicare | aw

Comment: Several commenters recommended that we require
that the request for approval not be nmade until after the
enrollee is stabilized, so that the organization will have the
necessary information at its disposal. Commenters requested
clarification as to what constitutes a response by the M+C
organi zation to a call fromthe hospital. For instance, one
commenter asked if an organi zation would be in conpliance with
the 1-hour rule if it calls back within the hour and states it
needs nore tine to make a deci sion on post-stabilization care
services. One of these commenters al so stated that we should
require that the energency departnent treating the nenber contact

the M+C organi zation within an hour of the point at which the
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menber is stabilized. Another asked how t he emergency provider
woul d be hel d accountable for notification to the MC
organi zati on once the patient is stable.

Response: Section 1852 (d)(1)(E) of the Act states that the
M+-C organi zati on nust provide coverage for energency services
wi thout regard to prior authorization or the energency care
provider’s contractual relationship with the organization.
Implicit inthis requirenent is the fact that the organi zation

may not require the provider to call for approval of services

prior to the point of stabilization. |[If the hospital chooses to
notify the organi zation while the patient is still being
stabilized, the organization will still need an update on the

status of the patient at the point of stabilization, in order to
make an i nforned decision. |If the provider calls when the
enrollee is stabilized, an organi zation which calls back within
t he hour should not need nore tinme to nake a deci sion.

Therefore, we consider a response by the M+C organi zation to be
when the MtC organi zation submits a decision to the provider
about its request for post-stabilization care. Wile we believe
it is reasonable to expect the energency provider to contact the
M+-C organi zation within an hour of the point at which the nenber
is stabilized, we do not believe that this final rule, which
establishes and clarifies the requirenents that MtC organi zati ons

nmust neet, is an appropriate vehicle to inpose such a requirenent
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on hospitals. (W are considering including such a requirenent
in future hospital provider agreenents with Medicare, however.)
It is clearly in the hospital’s best interest to contact the
organi zati on as soon as a patient is stabilized in order to
ensure plan coverage of post-stabilization services furni shed by
the hospital. In addition, in order to be able to bill the
beneficiary in circunstances where the plan is not |iable for
paynment, the treating provider is expected to provide the
stabilized patient with a notice of non-coverage, such as an
Advance Beneficiary Notice.

Comment: A nunber of commenters asked for clarification of
the definition of post-stabilization care services. The nmajority
of these commenters requested that post-stabilization care
services be |linked to the energency episode. Two comrenters
inquired if the term post-stabilization care replaces the pre-BBA
term"foll owup” care, which includes only routine care follow ng
an out-of-area energency nedi cal episode.

Response: W agree that the concept of post-stabilization
care services could be clarified further, and we have expanded on
the definition, including the addition of |anguage addressing
services furnished while waiting for a response to a request for
aut hori zation froman M+C organi zation. W also agree with the
commenter that post-stabilization services should be Iimted to

services related to the energency nedical condition.
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By post-stabilization care services, we generally nean
covered services, related to an energency epi sode, provided after

the enrollee is considered to be stable (see new 8422.113(c)).
Under the post-stabilization provisions set forth in the interim
final rule, "post-stabilization" services were limted to
services authorized by the M+C organi zati on or services furnished
when the organi zati on cannot be reached, or fails to respond to a
request for authorization within an hour. This definition did
not address services that may be required during that hour to
keep the patient stabilized. W believe that it is necessary to
ensure that the patient continues to receive necessary treatnent
during the 1-hour tinme frame when the provider waits for the
organi zation to respond. These services consi st of those
necessary to nmaintain the stable condition achieved through
previ ously adm ni stered energency services. Any period of
instability that rises to the | evel of an enmergency nedi ca
condition that occurs during this tinme would be covered under
8422.113(b).

Section 422.113(c) also establishes that if the MC
or gani zati on does not respond within the 1-hour tinme frane, the
M+-C organi zati on cannot be reached, the treating physician can
proceed with post-stabilization services that are adm nistered
not only to ensure stability, but also to inprove or resolve the

patient’s condition. Wen an M+C organi zati on representative who
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i s a non-physician and the treating physician cannot reach
agreenent on a course of treatnent, the M+C organi zati on nust
all ow the treating physician to speak with a plan physician. By
all owi ng the treating physician to proceed with care of the
patient in these cases, we are ensuring that MtC enroll ees
recei ve the sane standard of tinely care as beneficiaries under
ori gi nal Medi care.

Accordingly, the revised definition of post-stabilization
care services at 8422.113(c)(1) reads as foll ows:

"(c) Post-stabilization care services neans covered
services, related to an energency nedical condition, that are
provi ded after the enrollee is stabilized in order to maintain
the stabilized condition, or, under the circunstances described
in paragraph (2)(iii) below, to inprove or resolve the enrollee’s
condition.”

Section 422.113(c)(2) then describes the MtC organi zation’s
financial responsibility for post-stabilization care services.
Specifically, “the MtC organi zation is financially responsible
(consistent with 8422.214) for post-stabilization care services
obtai ned within or outside of the M-C organi zation that are--

(i) Pre-approved by a plan provider or other MC organization
representative; (ii) Not pre-approved by a plan provider or other
M+-C organi zati on representative, but adm nistered to maintain the

stabilized condition, within 1 hour of a request to the M+C
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organi zation for pre-approval of further post-stabilization
services; or (iii) Not pre-approved by a plan provider or other
M+-C organi zati on representative, but adm nistered to maintain,

i nprove, or resolve the enrollee’ s stabilized condition if--

(A) The M+C organi zati on does not respond to a request for
pre-approval within 1 hour;

(B) The MtC organi zati on cannot be contacted; or

(C The MtC organi zation representative and the treating
physi ci an cannot reach an agreenent concerning the enrollee’s
care and a plan physician is not available for consultation. 1In
this situation, the treating physician nmay continue with the care
of the patient until a M-C organi zati on physician is reached or
one of the criteria in 8422.113 (c)(3) is net.”

To further clarify the above requirenents, consider the
foll ow ng exanple: a patient is brought to the energency
departnment with the prelimnary diagnosis of a seizure. The
patient is screened and receives services to stabilize his
condition. Thus far, the services that the patient has received
are emergency services under 8422.113(b). Once the energency
room physi ci an consi ders the patient stabilized, the MC
organi zation is notified of the need to consult a neurologist in
order to proceed with relevant diagnostic tests to determ ne the
cause of the seizure, and to treat the cause of the seizure

definitively. Wile the emergency provider waits 1 hour for a
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response fromthe organi zation, post-stabilization services
necessary to nmaintain the stable condition achieved through
previ ously adm ni stered energency services are adm ni stered.

If the MtC organi zation responds within 1 hour, it can
approve the request for additional post-stabilization services
under 8422.113(c)(2)(i) or make other arrangenments for additiona
services. |If the organization did not respond within the 1-hour
time franme, if the organi zation could not be contacted, or if the
organi zati on representative and the treating physician could not
reach an agreenent and a plan physician was not avail able for
consul tation during the hour, the treating physician can proceed
wi th post-stabilization services adm nistered not only to
mai ntain the stabilized condition, but to inprove or resolve the
patient’s condition. Again, if the organization representative
and the treating physician cannot reach an agreenent, the MC
organi zati on must give the treating physician the opportunity to
speak with a plan physician concerning the care of the patient.
If a plan physician responds to a request for consultation
out si de the one hour tine frane, the plan physician and the
treati ng physician are expected to execute a plan for safe
transfer of responsibility of the patient.

Comment: One conmenter sought clarification as to when the
M+-C organi zation’s liability to pay ends. This comenter does not

bel i eve that the M+C organi zati on physician should have to
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"arrive," as stated in the preanble of the June 26, 1998 interim
final rule, in order to term nate the organi zation’s
responsibility to pay. This conmenter al so recommended that we
explicitly state that even if the MtC organi zati on does not
respond within the hour, once it does respond, it should have the
absolute right to control the care that is given to the nenber

Response: W agree that the issue of when the M+C
organi zation’s financial responsibility ends needs further
clarification. W also agree that the physician should not have
to arrive in person at the hospital in order to assune
responsibility for his or her patient. Therefore, we are
i ncorporating the foll ow ng | anguage into 8422.113(c)(3): "The
M+-C organi zation’s financial responsibility for post-
stabilization care services it has not pre-approved ends when--
(i) A plan physician with privileges at the treating hospital
assumes responsibility for the enrollee’ s care; (ii) A plan
physi ci an assunes responsibility for the enrollee through
transfer; (iii) An M+C organi zation representative and the
treati ng physician reach an agreenent concerning the enrollee’s
care; or,(iv) The enrollee is discharged."”

We do not agree that the M+C organi zati on shoul d have the
absolute right to control the care that is given to the nenber
when it does eventually respond and the one hour time period has

el apsed. For exanple, a |late response could result in a scenario
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where post-stabilization care services nmay have already started,
and in such a situation, we believe that interruption of a
procedure in progress in order to transfer the enrollee to

anot her facility could be harnful to the nenber. The MtC

organi zation is financially responsible for post-stabilization
services until the M+C organi zation and the treating physician
execute a plan for safe transfer of responsibility. Safe
transfer of responsibility should occur with the needs and the
condition of the patient as the primary concern, so that the
quality of care the patient receives is not conprom sed.

Comment: Several commenters asked that HCFA clarify that
only an MtC plan physician with privileges at the treating
hospital nay assume responsibility for the MtC plan enrollee’s
care.

Response: GCenerally, only an M+C pl an physician may assune
| ong-termresponsibility for care furnished to an enroll ee of
that MtC plan. However, if there are no MtC plan physicians with
privileges at the treating hospital, we would expect the treating
physi ci an and the M+C organi zation to make arrangenents for
appropriate care to be provided. Thus, we do not agree that an
M+-C pl an physician with privileges at the treating hospital nust

necessarily assune responsibility for a plan enrollee's care.
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Comment: Several comenters asked that we address how
di sput es between MtC organi zations and providers woul d be
resolved. One commenter asked that we devel op guidelines for
notification of organizations. Another conmenter wanted to know
how we will determne if a call was made, or responded to within
1 hour, if the provider’s and M+C organi zation’s records do not
agree. Still another commenter suggested a provision holding the
patient harnml ess for disputes between M-C organi zati ons and the
enmer gency provider regardi ng post-stabilization benefits and
cover age.

Response: W believe that providers and M+C organi zati ons
wi || devel op net hods of docunentation to ensure that calls are
made and received in a tinely manner, so that the 1-hour response
requi renent can be met and the possibility of disputes can be
mnimzed. W do not believe the devel opnment of guidelines by
HCFA to be necessary or appropriate. Conplaints and disputes are
addressed in the HCFA nonitoring process, and resolution would
depend on the circunstances encountered. Utimately, if
agreenent cannot be reached, a di spute over whether the
conditions for MtC coverage for post-stabilization care services
under 8422.100 and 8422.113 have been nmet could be resolved in an
enrol | ee’ s appeal of the M+C organi zation’s denial of paynent for
post-stabilization services, or an appeal by a provider if the

provi der agrees not to charge the enrollee. (W note that the
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rul es governing paynment for services furnished by noncontracting
provi ders would apply in post-stabilization cases, as set forth
in 8422.214 and discussed in detail in section Il.E of this
preanble. W have made this explicit at 8422.113(c)(2).) Based
on this coment, we agree that M+C enrol |l ees shoul d be protected
from excessive charges for post-stabilization care services.
Therefore, new 8422.113(c)(2)(iv) provides that cost-sharing for
post-stabilization care services nust not exceed cost-sharing
amounts for services obtained through the organi zati on.

Comment: One conmenter stated that if an enrollee is
admtted to a hospital for services that are | ater determ ned not
to be energency services, the MC organi zati on has no obligation
to pay for services that a provider asserts are for post-
stabilization care. |In addition, a comenter asked whether, if
there is a denial of post-stabilization care services, the
treati ng physician can be given the right to speak with an MC
pl an physician regarding the patient. Another conmenter
recommended we add protections against denials of post-
stabilization care services.

Response: Section 1852(d)(3) of the statute states that the
M+-C organi zation is responsible for services required to treat an
enmer gency nedi cal condition under the prudent |ayperson standard.
Organi zations are not responsible for care sought by the enrollee

when this standard is not net. Post-stabilizati on services are
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simlarly covered only followi ng treatnent for an emergency (as
not ed above, we have revised the definition, at 8422.113(c) (1),
to make this explicit.) |If the patient did neet the prudent

| ayperson standard, but the condition did not turn out to be an
actual threat to the health of the patient, the MtC organi zati on
woul d not be responsible for any services beyond those services
provi ded as part of the nmedical screening to determ ne whether an
enmergency nedi cal condition existed. In such a nonenergency
situation, the treating physician is expected to provide the
patient with an Advanced Beneficiary Notice (ABN) to informthe
patient that further services will not be covered.

Wth respect to the comrent concerning denials, if the
organi zati on representative and the treating physician cannot
reach an agreenent concerning the enrollee’s care, the MC
organi zati on must give the enmergency physician an opportunity to
consult with an M+C organi zati on physician.

Wth respect to the request for further patient protections,
as noted above, the enrollee (or, the provider, if the provider
agrees not to charge the enrollee) has the right to appeal any
deci sion by an MtC organi zati on to deny paynent for post-
stabilization services.

Comment: One conmenter asked that post-stabilization care
services be limted to services that can be furnished at the

facility at which the enmergency treatnent was provided. Another
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comment er reconmended that we require M-C organi zation staff,

i ncluding plan providers, to defer to an energency provider’s
preference to keep an enrollee in an energency facility after
stabilization to prevent any needl ess disruption in the patient’s
care.

Response: W disagree that treatnent decisions should be
limted by what services a facility can provide. If a treating
physician or facility is prepared to provi de additional needed
treatment to a patient, and the M+C organi zati on cannot be
reached, or has not responded within an hour, we do not believe
that the patient should have to wait for this treatnment until the
organi zati on responds, sinply because it would not be provided in
t he sane physical |ocation as the energency services. Section
422.113(b)(3) specifies that the physician treating the enrollee
nmust deci de when the enrollee may be considered stabilized for
transfer or discharge and that decision is binding on the MC
organi zation. W would expect the M+C organi zation to allow the
treating physician to speak with a plan physician if he or she is
concerned about the care (for exanple, a transfer) planned for
the patient.

Comment: One conment er asked which provider, the energency
provi der or the M+C plan provider, has the authority to establish

a plan of care.
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Response: In providing enmergency services, the energency
provi der has the authority to establish the plan of care. Once
the enroll ee has been stabilized, post-stabilization care
services are provided in accordance with 8422.113(c). Thus, once
the M+C provi der assunes responsibility, then he or she has the
authority to revise the plan of care or establish a new plan of
care as long as the new plan of care is consistent with a safe
transfer of responsibility.

Comment: One conmenter recomended that the | anguage in
8422.100(b)(iv)(A) be changed from "Pre-approved by the
organi zation" to "Pre-approved by a plan provider or other McC
organi zati on representative."

Response: In response to this coment, we have changed the
| anguage in question to read, "Pre-approved by a plan provider or
ot her organi zation representative.” (See 8422.113(c)(2)(i).)

3. Service Area Requirenents (88422.2, 422.100, 422.304(b)(2))

In the June 26, 1998 interimfinal rule, we defined the term
"service area" as a geographic area approved by us within which
an MHC eligible individual may enroll in a particular MC plan
of fered by an M+C organi zation. W specified that for
coordi nated care plans and network medi cal savi ngs account (MNMSA)
pl ans only, the service area also is the area within which a
network of providers exists that neets the access standards in

8422.112. Existing regulations also require that an MtC plan’s
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uni form benefit package nmust be avail abl e t hroughout a plan’s
service area (see the discussion below of nodifications to this
policy made by the BBRA). In deciding whether to approve a
service area proposed by an MC organi zation for an M+C pl an, we
consi der the M+C organi zation's comercial service area for the
type of plan in question (if applicable), community practices
general ly, whether the boundaries of the service area are
discrimnatory in effect, and, in the case of coordinated care
and network MSA plans, the adequacy of the provider network in
the proposed service area. As discussed in the interimfina
rul e preanbl e, because of unique rules pertaining to the anount
deposited in MSA plan accounts, we may approve single county MtC
non- networ k MSA plans even if the MtC organi zation has a

di fferent comrercial service area (63 FR 34971).

W note that since the publication of the interimfina
rul e, we have issued further guidance inplenenting the definition
of service area set forth in 8422.2, including an affirmation of
our | ongstandi ng policy of not approving less than full county
service areas unless circunstances justify an exception to this
rule. This policy, which we refer to as the "county integrity
policy,” is explained in detail in OPL 99.090 rel eased April 23,
1999. The county integrity rule, which inplenents the reference
in the service area definition to consideration of whether

boundaries are discrimnatory in effect, prevents the
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establ i shnment of boundaries that could "gane" the county-w de M-C
paynment system by excl uding high cost areas of a county. (Note
that M+C organi zati ons are paid based on Medi care expenditures at
the county level.) Under limted circunstances, as described in
OPL 99.090, we will allow an M+C organi zation to establish a
service area that includes a partial county. However, it is
never acceptable for an M+C organi zation to devise an MtC pl an
service area that excludes portions of a county because it

antici pates enrollees with higher health care needs.

Under 8422.100(f), an M+C organi zation may offer nore than
one MtC plan in the sanme service area subject to the conditions
and limtations for each MtC plan set forth in subpart C of the
MrC regul ati ons. For exanple, 8422.100(g) provides that we
revi ew and approve each M+C plan to ensure that the service area
boundari es do not pronote discrimnation (for exanple, that they
do not include partial counties unless justified), discourage
enrol | ment, steer specific subsets of Medicare beneficiaries to
particul ar MtC pl ans, or inhibit access to services.

W received about 20 letters comrenting on various aspects
of M+C service area policy and an M-C organi zation's ability to
offer multiple MtC pl ans.

Comment: Several commenters objected to the requirenent
that each M+C pl an of fered by an M+C organi zati on nust be offered

to beneficiaries with a uniform benefit package and cost-sharing
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structure that cannot vary throughout each M+C plan’s service
area. Sone of these comrenters expressed concern that this
requirenent will make it difficult for M+C organi zati ons to serve
mul ti-county areas due to the differences in Medicare paynent
rates across counties, and that this could result in
beneficiaries in | owpaynent or rural counties having decreased
access to MtC pl ans.

Response: As noted by the comenters, existing MC
regul ati ons provide that each MtC plan offered by an M+C
organi zati on nmust be offered to all beneficiaries in an MtC
plan’s service area with a uniform benefit package and uniform
cost-sharing arrangenents. This requirenent inplenented the
requi renent of section 1854(c) of the Act for uniform prem uns
for all individuals enrolled in an MtC plan. Thus, under 8§422.2,
an M+C plan was defined as health benefits coverage offered under
a policy or contract by an M+C organi zation that includes a
specific set of health benefits offered at a uniform prem um and
uniformlevel of cost-sharing to all Medicare beneficiaries
residing in the service area of the MtC plan. The BBA
requi renent that an M+C plan consi st of a uniform benefit package
that cannot vary in terns of benefits or price throughout the
pl an’ s HCFA- approved service area contrasted with our previous
"flexible benefits" policy, which permtted HMX>s and CVPs under

section 1876 to vary prem um and benefit offerings by county
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within a service area. As discussed in the preanble to the
interimfinal rule, however, an MtC organi zation was able to
achi eve the sane result as the flexible benefits policy by
offering nmultiple MtC plans, either in the sane or in different
service areas. This admnistrative policy allowed an M+C
organi zation great flexibility to offer MtC plans that take into
account varying county paynment rates and preferences of the
Medi care popul ation. (Each M+C pl an offered by an MtC
organi zati on nmust have a HCFA-approved service area and neet
access standards for health care services as described in our
regul ati ons at 8§422.112.)

As noted in section |.C of this preanble, section 515 of the
BBRA anended section 1854 of the Act by addi ng a new paragraph
(h) to permt, effective for contract years beginning on or after
January 1, 2001, the application of the uniformty rule to
i ndi vi dual “segnments” of an M+C plan service area, provided that
each segnment is conposed of one or nore M+C paynent areas (that
is, one or nore counties), and a separate conplete ACR i s
submtted for each such segnent. The practical inplications of
this option are simlar to our existing adm nistrative policy,
under whi ch MtC organi zations have the flexibility, by offering
multiple plans in a given area or areas, to tailor the benefits
of fered under their M+tC plans to the areas where the plans are

offered. In practice, we anticipate that organi zations wl |
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likely continue to offer nmultiple MtC pl ans, since they have

al ready established such separate plans, and they would have to
submt the ACR information required under section 1854(a)(2) of
the Act for each segnent under the BBRA option, just as they do
for each MtC plan now. However, the statute gives MtC

organi zations the alternative of choosing instead to establish a
single MtC pl an consi sting of segnented service areas, with a
separate ACR subm ssion for each segnent of the service area. In
this final rule, we are adding a new 8422. 304(b)(2) which
reflects section 515 of the BBRA. W al so are naki ng needed
conform ng changes to the definitions of “service area” and "MC
plan" in 8422.2, and to 8422.100(d) concerning the structure of
M+-C pl ans.

Comment: A conmenter asked that we clarify our requirenents
for approving the service area of M+tC plans. The conmenter
stated that the discussion of service area in the preanble and
the definition at 8422.2 did not provide specific guidance on
what constitutes an acceptable service area for an MtC pl an
of fered by an M+C organi zati on.

Response: Although we believe that the service area
definition in 8422.2 is fairly detailed and specific, we agree
that sonme additional guidance and reorgani zati on of the
definition could be of value. Specifically, while our county

integrity policy discussed above inplenents | anguage in the
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current definition with regard to discrimnatory boundaries, the
current regul ati on text does not expressly reflect our
| ongst andi ng county integrity policy. |In response to this
comment, and under our authority in section 1856(b)(1) of the Act
to establish MHC standards, we are revising the service area
definition to specify that in deciding whether to approve an MtC
pl an's proposed service area, we consider the followng criteria:

(1) Whether the area neets the "county integrity rule" that
a service area generally consists of a full county or counties.
However, we may approve a service area that includes a portion of
a county if we determne that the "partial county” area is
necessary, nondiscrimnatory, and in the best interests of the
benefi ci ari es.

(2) The extent to which the proposed service area mrrors
service areas of existing comrercial health care plans or M+C
pl ans of fered by the organizati on.

(3) For MtC coordi nated care plans and network MC NSA
pl ans, whether the contracting provider network neets the access
and availability standards set forth in 8422.112. Although not
all contracting providers nmust be |located within the plan's
service area, HCFA nust determne that all services covered under

the plan are accessible fromthe service area.
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(4) For non-network M-C MSA pl ans, we may approve single
county non-network MtC MSA plans even if the MHC organi zation's
commerci al plans have nmultiple county service areas.

W believe that these revisions to the service area
definition, although they do not constitute policy changes,
should help to clarify for M+C organi zati ons our nethod for
determ ning whether a service area i s acceptable.

Comment: A conmenter supported the M+C standard that the
del i neation of an M+tC plan’s service area should not discrimnate
agai nst beneficiaries through "gerrymandering” or "red-lining" to
del i berately avoid particular areas (for exanple, to prevent the
enrol | mrent of poorer Medicare beneficiaries, or those known to be
in poor health). The commenter asked that we al so include
cul tural accommobdations (for exanple, |anguage access) as part of
the requirenents for service area designation.

Response: W are very concerned that the service areas for
M+-C pl ans be drawn in a nmanner that avoids discrimnating against
certain groups of beneficiaries who may be perceived as having
hi gher than average health care needs. The general requirenent
that MtC plan service areas be made up of whole counties, as
di scussed in OPL 99.090, is intended in part to preclude any
incentive to create M+C service areas that serve only the | owest
cost population of a particular county. W believe that the

revised service area definition, which continues to provide for
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our consideration of discrimnatory effects, already provides
sufficient authority to disapprove a service area if there is
evi dence that an MtC organi zation attenpted to establish
boundari es based upon cultural discrimnation, or discrimnation
agai nst non- Engli sh speaki ng beneficiaries.

Comment: A conmenter pointed out that the definition of
service area states that the service area also is "the area
wi thin which a network of providers exists that neets the access
standards in 8422.112." The comenter believes that this wording
inplies that all services nust be provided in the service area
itself, and that this requirenment conflicts with 8422.101(a),
whi ch states that services obtained outside the geographic area
are acceptable if it is common practice to refer patients to
sources outside the geographic area. The commenter asked that we
al | ow sonme services to be furnished outside of an MtC plan’s
service area if patients traditionally go outside the service
area to receive such services. Another commenter stated that the
M+-C organi zati ons should be permtted the flexibility of
structuring plan benefits and provider networks in accordance
with |l ocal patterns of care regardless of political boundaries.
The conmenter believes this would afford a broader choice of
health care options to beneficiaries.

Response: The intent of the cited | anguage fromthe service

area definitionis to require that services are available to a
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plan's enrollees through an MtC plan provider network that is
accessible fromthe service area. W have not interpreted this

| anguage to prohibit the inclusion in a plan's network of

provi ders physically |located outside the area. In fact, as noted
above, we allow M+C coordi nated care and network MSA plans to
establish a provider network with contracting providers |ocated
out si de of the MtC plan service area, provided that we determ ne
that the MtC organi zation’s contracted provider network neets
Medi care access and availability standards at 8422.112. W
bel i eve that the revised service area definition described above
should elimnate any inplication that all network providers nust
be | ocated within the service area.

Under both the forner risk contracting programand the MC
program we generally have required that MtC organi zati ons nake
health care services avail able through a network of contracting
providers | ocated within the boundaries of the MtC pl an service
area. Under certain circunstances, however, we have al ways
al | oned exceptions to this policy, such as in rural areas when
provi ders were not available in a plan’s service area, when
traveling outside the service area to obtain health care is not
uncommon, and al so when the services are still reasonably
accessi bl e and available. W have al so allowed plans to provide

certain specialist services outside of a plan’s service area if
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the specialist services were not available in the plan’s service
area and if the specialist was reasonably accessi bl e.

Anot her reason that we do not require an M+C pl an’s provi der
network to be located entirely within the plan’s service area i s
to allow for nultiple MEC plans in the sane or cl ose geographic
areas that share the sane provider network, as discussed in the
next comrent and response. However, we will continue to enpl oy
the sane criteria in evaluating whether beneficiaries enrolling
in an M+tC plan are provided with the required access and
avai lability to health care services. Cenerally, we wll
eval uate the provider network supporting an M+C pl an by
considering the prevailing community patterns of care in
obtai ning health care services (for exanple, where people obtain
care, the types of providers available in the comunity,
reasonabl e travel tines to obtain care) and the access standards
at 8422.112.

Comment: A conmenter notes that an M+C organi zati on can
offer multiple MtC plans under a single MC contract with us.
The comrenter asks how nultiple plans woul d work, and whet her
each woul d be required to have a separate health services

delivery system

Response: In order to respond to the comenter’s questi on,
we wll briefly review the principal requirenents that each M+C

plan of fered by an MtC organi zati on nust i ndependently neet. W
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note that these M+C plan requirenents also are discussed in
greater detail in other parts of this preanble. Each MtC pl an
nmust be approved by us through the adjusted community rate (ACR)
process, and each M+C plan nust be offered to all beneficiaries
in the given M+tC plan’s service area. An M-C organi zation can
offer multiple MtC plans. Each M+C plan offered by an M+C

or gani zati on nmust have a HCFA-approved service area that is
general ly made up of whol e counties consistent with our county
integrity policy discussed above, and reflected in OPL 99.090.
The MtC pl ans offered by an MtC organi zati on can have the sane or
di fferent service areas. For exanple, an M+C organi zati on may
choose to offer nore than one MtC plan in the same service area
in order to provide beneficiaries with a choice of plan benefit
packages and cost-sharing structures, including differing basic
prem um anounts. Al so, each M-C coordi nated care plan nust

provi de enrol |l ed beneficiaries access to health care service

t hrough a network of contracting providers. MC plans may share
the sane provider network and portions of the provider network
may be | ocated outside of the plan’s service area. However, the
provi der network supporting an M:C pl an nust neet M+C access
standards with respect to all enrollees in that plan’s service
area (see 8422.112) as determ ned by HCFA. W note that under
8422.501(e), when an M+C organi zation includes several MC plans

under a single contract, the contract nust provide for an
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anmendnent upon our request to renove an individual MC plan from
the contract, so that we have the flexibility to nonrenew or
termnate only a single MWC plan if a problemis confined to one
such pl an.

4. Benefits (88422.2, 422.100, 422.101, 422.106)

The regul ati ons contai ned in subpart C describe the
requi renents for M+C organi zations’ benefit offerings. The
statutory basis for these provisions generally can be found in
section 1852 of the Act. The basic categories of benefits
paral l el those that applied under the section 1876 ri sk
contracting programw th the exception of the use of the term
"basi ¢ benefits,” which we now define as both original Medicare
benefits and additional benefits. Despite the |limted changes,
we believe it is inportant to carefully define the different
benefit categories, because, historically, organizations
participating in the risk-contracting program often used
different term nology in describing their benefit packages to
beneficiaries and in structuring benefits under Medicare risk
contracts.

Thus, in order to pronote consistency, M-C organi zations
must use the benefit term nol ogy specified in the MtC regul ati ons
and in instructions and operational policy letters. W intend to
provi de further instructions over the next several years to

assi st organi zations in standardi zing the structure and
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term nol ogy used in describing their benefit offerings. In
addition to issuing instructions, we will be review ng benefit
design closely to provide feedback to M-C organi zati ons on ways
they can inprove their benefit descriptions and ensure that the
benefits conply with our requirenents. The use of consistent
term nol ogy in describing benefit categories will result in
better information for Medicare beneficiaries to conpare their
Medi care options as well as help us to review both benefits paid
for with Medicare capitation paynents and benefits for which
Medi care beneficiaries are charged a prem um

Comment: Several commenters asked for additiona
clarification regarding the new definitions of the benefit
cat egori es under the MC program

Response: W have been aware of confusion about the benefit
term nol ogy used in the Medicare risk contracting program and
have attenpted to clarify the term nology in the M-C regul ati ons.
As noted above, a significant change under the M+C program
i nvol ves the definition of the term"basic benefits.” Under the
M+-C program basic benefits neans both benefits covered under
ori ginal Medicare and additional benefits, not otherw se covered
under original Medicare, that are paid for with Medicare
paynments. Additional benefits are grouped with original Medicare
benefits because they are part of the package of basic benefits

for which beneficiaries are not charged a prem um beyond any
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premiumthe MtC organization is permtted to charge for origina
Medi care benefits. As discussed nore fully belowin section II.
D, the costs of additional benefits are funded by the difference
bet ween an organi zation's ACR for the original Medicare benefit
package, and the M+C paynent plus any approved enrol |l ee cost
shari ng.

Mandat ory suppl enental benefits are MtC pl an benefits not
ot herwi se covered under original Medicare for which anyone who
enrolls in an MHC plan is charged a premum Thus, additiona
benefits (included in the basic benefit package) and nandatory
suppl enental benefits are simlar in that they are not covered by
original Medicare, and all MC enroll ees receive themas part of
their MtC plan. The difference is in the way these benefits are
funded: additional benefits are funded with Medi care paynents
t hrough the M+C paynent rate, and nmandatory suppl enental benefits
are fully paid for by MtC enrol |l ees through a separate prem um or
cost shari ng.

Li ke additional benefits and mandat ory suppl enent al
benefits, optional supplenental benefits are not covered by
ori ginal Medicare. However, plan enrollees nmay choose whether to
el ect and pay for optional supplenental benefits. MC
organi zati ons may offer M+C plans that have individual itens or

groups of itenms and services as optional supplenental benefits.
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We are maki ng several mnor technical changes to inprove the
accuracy and consistency of the benefit-related definitions set
forth in 8422.2. For exanple, we are clarifying under the
definitions of "mandatory suppl enental benefits" and "optiona
suppl enental benefits" that these categories of benefits consi st
of "health care services" that nmay be paid through prem uns
"and/ or" cost sharing. Also, we are clarifying in the definition
of "benefits" that the costs an MtC organi zation incurs in
provi di ng benefits may not be solely an adm nistrative processing
cost and that benefits nust be "submtted and approved through
the ACR process.”

Comment : Comment ers suggested that we consi der devel opi ng
standardi zed definitions or descriptions for the individual itens
and services that nake up a benefit package.

Response: The intent of the regulations is to clarify the
nmeani ng of the terns used in the statute, which reflect the
fundi ng source for various groups of benefits. W recognize the
val ue of standardi zing the definitions of individual itens and
services that m ght be included as additional or suppl enmental
benefits, such as a drug benefit. Both the annual Sunmary of
Benefits and the Plan Benefit Package are inportant parts of our
standardi zation efforts. As noted above, we intend to provide
further instructions over the next several years to assi st

organi zations in standardi zing the term nol ogy used in describing
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their benefit offerings. Wrk on defining individual itens and
services so that beneficiaries may conpare benefit offerings is
taki ng place predomnantly within the context of our information
canpaign. W are not including standardi zed definitions in this
final rule.

Conment: Several commenters asked for further clarification
of the nmeaning of the requirenent in 8422.101(a) that an MtC
organi zati on provide all Medicare-covered services that are
avai l abl e to beneficiaries residing in a plan's geographic area,

i ncl udi ng services obtained outside of the area if it is conmon
practice to refer patients to sources outside the area. Two
commenters noted that the term "comon practice” mght be

m sl eadi ng, and reconmended that we revise the regulations to
state that services may need to be provided outside the area,
provi ded that the services are reasonably accessible to enroll ees
and such use is consistent with community practice patterns. One
conmment er recommended that we confirmin the final rule the basic
prem se that M+C organi zati ons nust provide all their enrollees
with all services covered under original Medicare, including any
needed out-of-area care. Another comrenter questi oned whet her
the requirenent that an M+C organi zati on provide all Medicare-
covered services that are available to beneficiaries residing in

the service area inplies that the M+C organi zation’s health care
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delivery patterns nust mrror care delivery patterns in origina
Medi car e.

Response: Consistent with section 1852(a)(1)(A) of the Act,
8422.101(a) establishes the principle that an M+C organi zati on
must provide its plan enrollees with all the Medicare-covered
services available to other Medicare beneficiaries in the area
served by the plan. W recognize that the existing regulatory
| anguage in this section creates sone potential for confusion and
are maki ng several changes along the |lines suggested by
commenters in order to clarify the regulations. Revised
8422.101(a) continues to specify that an M-C organi zati on nust
provi de coverage of all Medicare-covered services available to
beneficiaries residing in a plan's service area. W are adding a
provision to state explicitly that services nay be provided

outside of the service area of the plan if the services "are
accessi ble and available to enrollees in the same area.”

When we assess the capability of any proposed plan to serve
an M+C service area, we consider the nunbers, types, and
| ocations of all providers needed to provide all Medicare-covered
services or, in regulation terns, the access and availability of
Medi care-covered services. W continue to believe that it is in
the best interest of the Medicare program and Medicare

beneficiaries to eval uate proposed M+C pl an networks on a case-

by-case basis taking into account the patterns of care and access
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to care in particul ar geographic areas. It is not unusual for
services such as a dialysis center or transplant center not to be
avai lable in a county. |If, for exanple, a Medicare beneficiary
woul d normal Iy have to travel to a different county for rena
dialysis or a transplant, we believe it would not be unreasonable
for an MtC plan enrollee to be required simlarly to travel
outside of a service area for access to such services. Such
exceptions to in-area care access should, however, be limted in
order to have a viable MC plan.

The fundamental requirenment under 8422.101(a) that an MtC
organi zati on provi de coverage for all Medicare-covered services
is not intended to dictate care delivery approaches for a
particul ar service. For exanple, MC organizations may furnish a
gi ven service using a defined network of providers, sone of whom
may not see patients in original Medicare. MC organizations nay
al so encourage patients to see nore cost-effective provider types
than woul d be the typical pattern in original Mdicare (as |ong
as those providers are working within the scope of care they are
licensed to provide, and the M+C organi zation conplies with the
provi der antidiscrimnation rules now set forth under new
8422. 205) .

M+-C organi zations’ flexibility to deliver care using cost-
ef fective approaches shoul d not be construed to mean that

Medi care coverage policies do not apply to the MtC program |f
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ori ginal Medicare covers a service only when certain conditions
are net, these conditions nust be net in order for the service to
be consi dered part of the Medicare benefits conponent of an MtC
plan. MC plans may cover the sane service when the conditions
are not nmet, but these benefits would then be defined as
addi ti onal or suppl enental .

In summary, each M+C pl an nust include all Medicare-covered
services available in the service area served by the M+C pl an
with the exception of hospice services. Qur |ongstanding policy
of allow ng organizations flexibility in the provision of
services (for exanple, in ternms of who provides the service, what
equi pnent is used, where the service is provided, and what
procedure is used) has not been affected by the BBA
Organi zations are required to provide services within the
gui del i nes of Medi care national coverage policy and ot her
Medi care rules and requirenents that apply to the traditional
Medi care fee-for-service system Wen a health care service can
be Medi care-covered and delivered in nore than one way, or by
nore than one type of practitioner, we continue to recognize a
managed care organi zation's right to choose how services will be
provi ded. These deci sions have been | eft to managed care
organi zations to allow themto nmaxim ze their val ue purchasing
power, and use resulting savings to provide services not covered

by the Medi care program
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Comment: Several commenters raised questions about the
requirenents in 8422.101(b) that M-C organi zations conply with
our national coverage decisions and with the coverage deci sions
of local carriers and internediaries with jurisdiction for clains
in an M+C plan's geographic area. Anong the issues raised were
the foll ow ng.

« The national requirenments which nust be followed, and the
meani ng of "HCFA s national coverage deci sions".

e General confusion about the relationship between nationa
coverage deci sions and | ocal nedical review policy.

* Need for additional guidance in situations when plan
service areas extend over a geographic area involving nultiple
carriers or internediaries, and thus potentially conflicting
nmedi cal review policies.

« Difficulties in obtaining coverage decisions by |oca
carriers and internediaries, and the unwillingness of sone
carriers to permt MC organizations to be represented on carrier
advi sory boards.

Response: As discussed in detail above, M+C organi zations
nmust provide their plan enrollees access to all Medicare covered
services. However, there is a distinction between the genera
rule that a health care service is covered under Medicare and the
deci sion that an individual patient fits the clinical criteria

necessary for receipt of the service. National coverage
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determ nations and | ocal nedical review policies establish what
could be a covered benefit under Medicare and the clinica
criteria under which the benefit nust be provided. The MtC
or gani zati on nmust determ ne whether or not an individual patient
fits this clinical criteria. This process at the plan |evel
constitutes an organi zati on determ nation. |n naking
organi zati on determ nati ons, M-C organi zations are required to
follow all national coverage determ nations and rel evant | oca
medi cal review policies.

It is inportant to note, that all MtC organization
determ nati ons nust be nade based on the individual circunstances
of a given case, using the best and nost rel evant information
avai l able. Al organization determ nations are subject to
enrol | ee appeals to the M+C organi zati on and subsequently to an
i ndependent review entity. The fact that an MtC organi zati on
determ nation was applying a | ocal nedical review policy does not
initself ensure that an appeal to the independent review entity
m ght not result in a determnation that the service in question
was nedically necessary for the individual enrollee and therefore
shoul d be cover ed.

In this final rule, we are revising 8422.101(b)(1) to
clarify that the requirenment that M-C organi zations conply with
nati onal coverage decisions includes follow ng the genera

coverage guidelines included in original Medicare’ s manual s and
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instructions to contractors, unless superseded by the MtC
regul ati ons or operational policy letters. The Coverage |ssues
Manual is the primary resource for national coverage deci sions.
Addi ti onal gui dance on coverage of hospital and skilled nursing
services, hone health services, physician services, and other

Medi care services can be found in the instructions in the
Carriers, Internediaries, and other HCFA manuals. In the absence
of a national standard, MtC organi zati ons should follow | ocal

medi cal review policies in maki ng nedi cal necessity deci sions.

We recogni ze the potential for conflicting | ocal nedica
review policies when an M+tC pl an's servi ce area extends across
the jurisdictions of nore than one carrier, for exanple. Qur
general rule under OPL 46 continues to be that the M+C
organi zati on should apply the nedical review policy of the
Medicare carrier in the area where the services are furnished,
since that is the policy that would apply to those services under
ori ginal Medicare. However, as one conmenter pointed out, an M+C
organi zation is not precluded fromcovering services that a | oca
carrier may have determ ned are not covered, if the
organi zation's own utilization and quality managenent standards
support the nedical necessity of the service. Simlarly, an
organi zati on may occasionally need to nake a coverage
determ nation in a situation when there is neither nationa

coverage policy or relevant |local review guidelines. 1In all such
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cases, an MtC organi zation's fundanental responsibility is to use
the best information avail able to nmake an inforned deci sion on
the nedi cal necessity of a given service, and then to provide the
nmedi cal |y necessary service, even if doing so nay conflict with

| ocal medical review policies.

One way for an MtC organi zation to attenpt to pursue
consi stency in nmedical review policies is to participate on the
revi ew boards of local carriers or internediaries. W are aware
of the difficulties MC organi zati ons are encountering in sone
areas of the country in participating on these boards, and are
actively working to address this issue. W remain commtted to
establ i shing nore standardi zed procedures for devel opi ng nedi ca
review policies, and for increasing MC representation in
formul ati ng these policies.

Comment: Several commenters requested clarification of our
policy regardi ng enpl oyer groups and the coordination of benefits
wi th enpl oyer group health plans (EGHPs). They asked for
clarification as to whether nenbers of an EGHP had to be offered
the same benefits as other Medicare enrollees, and whether it
woul d be acceptable to offer an actuarial equival ent package.
Anot her conmment er asked that 8422.106 be anended to address
coordi nati on of Medicaid benefits, as well as EGHP benefits.

Response: EGHPs that are offered by an MtC organi zati on

nmust provi de Medi care-eligi ble EGHP nenbers the sanme benefits
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provided to all other Medicare enrollees under the M-C plan in
whi ch the beneficiary is enrolled. The benefits in the MC pl an
may not be reduced or otherw se changed, and actuarially

equi val ent benefits nmay not be substituted in place of the M+C

pl an benefits. As noted below in the next response, EGHP
benefits beyond those benefits offered under the M-C plan are
consi dered outside the purview of our regulatory authority under
the M-C program However, we retain the authority and
responsibility to assure that all Medicare beneficiaries enrolled
i n organi zations that have a contract with Medicare (even if they
are dually entitled to coverage under another plan) receive the
sanme benefits and protections as other Medicare beneficiaries
enrolled in the plan.

W recogni ze that the existing regul ati ons describing these
situations are sonewhat unclear. Therefore, we are revising the
| anguage at 8422.106 by reorganizing its requirenments for
clarity. Revised 8422.106(a)(1l) clarifies that if an M+C
organi zation contracts with an EGHP that covers enrollees in an
M+-C pl an, or contracts with a State Medi caid agency to provide
Medi cai d benefits to individuals who are eligible for both
Medi care and Medicaid, and who are enrolled in an MtC pl an, the
enrol | ees nust be provided the sane benefits as all other
enrollees in the MtC plan, with the EGHP or Medicaid benefits

suppl enenting the M+tC plan benefits. Section 422.106(a) (1)
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states that all MC programrequirenents apply to the M-C pl an
coverage provided to enrollees eligible for benefits under an
EGHP or Medicaid contract. W also are revising 8422.106 to
delineate clearly that our review authority extends only to the
M+-C pl an benefits provided to nenbers of the EGHP, and the
associ ated nmarketing materials, rather than to any other

conpl enentary benefits provided only under the EGHP. The rul es
contained in this regulation and the correspondi ng i nstructions
and operational policy letters take precedence for benefits

i ncluded in the MtC pl an.

We are al so adopting the cormmenter's suggestion that
8422. 106 incorporate our requirenents concerning the coordination
of M+C and Medi caid benefits. These rules are conceptually
identical to those governing EGHPs. Thus, for individuals dually
el i gi bl e under Medicare and Medicaid who are enrolled in an MC
pl an, the enrollees nust be provided the sanme benefits as al
other enrollees in the MC plan, with the Medicaid benefits
suppl enenting the MtC pl an benefits.

Comment: One conmenter questioned whet her group health
benefits offered by enployers were considered to be suppl enent al
benefits under the M+C program

Response: Enpl oyer group health plan benefits paid by an
enpl oyer on behal f of an enployee or retiree, as well as Medicaid

benefits furnished under a Medicaid State plan, are neither basic
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nor suppl enmental benefits. They are therefore outside the scope
of M+C plan benefits regul ated by the Medicare program O her

| aws and regul ations may apply to these benefits (such as ERI SA
requi renents for EGHPs). W recognize in 8422.106 that MC
organi zati ons may contract with enployers to furnish benefits
that conpl enent those that an enpl oyee or retiree receives under
an M-C plan. Such benefits may include M+C pl an prem uns, cost
sharing, and additional services. MC organizations may design
an MHC plan with the expectation that an enpl oyer group wll

offer a particular set of conplenentary benefits. In such a
case, however, the MtC plan nust be offered to all Medicare
beneficiaries in the service area, regardl ess of whether they are
eligible for the enpl oyer group benefits, and neet all other MC
pl an requirenents.

Comment: Several commenters expressed confusion regarding
the benefit-related inplications of the "conscience protection”
provi sion contained in section 1852(j)(3) of the Act, which is a
new provi sion giving enrollees rights to unrestricted physician
counsel ing and advice. Under the conscience protection provision
in section 1852(j)(3)(B) of the Act, inplenented in 8422.206(b),
the prohibition on interference with provider advice to enroll ees
in section 1852(j)(3)(A) of the Act (reflected in 8422.206(a))
may not be construed to require an M+C organi zation to provi de or

pay for counseling or referrals if the organization objects on
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noral or religious grounds and notifies enrollees of its policies
in this regard. Some commenters asked whet her the conscience
clause in section 1852(j)(3)(B) of the Act and 8422.206(b) woul d
permt an MtC organi zation to refuse to include a Medicare-
covered service in its M-C plan, as otherw se required under
8§422. 101.

Response: The conscience protection in section 1852(j)(3)(B)
of the Act affects only obligations under section 1852(j)(3) (A
of the Act, not obligations that arise elsewhere in the statute,
such as the obligation under section 1852(a)(1) of the Act to
cover all Medicare-covered services available in the area served
by the M-C plan. To the extent the operation of the right to
advi ce and counseling under section 1852(j)(3)(A) of the Act
woul d obligate an MtC organi zati on to cover counseling or
referral services that it would not otherw se be obligated to
cover, section 1852(j)(3)(B) of the Act allows the organi zation
to decline to provide such service on conscience grounds if
appropriate notice is provided to beneficiaries. However, if the
service is one that the organization is obligated to provide
i ndependent of section 1852(j)(3)(A) of the Act, it could not be
affected by a provision that by its owm terns affects only the
way that "[s]ubparagraph (A) [of section 1852(j)(3)] shall
be construed.” It in no way affects obligations that arise

el sewhere in the statute. Therefore, an MtC organi zation could
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not rely upon section 1852(j)(3)(B) of the Act or 8422.206(b) in
an attenpt to avoid coverage of services that it is obligated
under section 1852(a)(1l) to cover.

W note, however, that in the case of abortion-rel ated
servi ces, Congress has provided M-C organi zati ons wi th consci ence
protections i ndependent of that in section 1852(j)(3)(B) of the
Act. Specifically, under section 211 of the fiscal year 2000
Depart nent of Health and Human Servi ces Appropriations Act, Pub.
L. 106-113, we are prohibited fromdenying a MtC contract to an
entity on the grounds that it refuses on conscience grounds to
cover abortions. W are required, however, to nake appropriate
adjustnents to such an entity’'s MtC capitati on paynents to cover
our costs in providing Medicare-covered abortion services outside
the M+C contract.

Comment: Commenters requested that copaynents for
out patient psychiatric services be limted to the sane
per cent ages of copaynents all owed for other services.

Response: Wth the sol e exception of out-of-area energency
services, we have not prescribed limtations on copaynents for
i ndi vi dual Medicare services in the MC regulations. In this
case, the comenter's suggestion would i npose a requirenent on
M+-C organi zations that is inconsistent with the cost-sharing
structure of original Medicare. W do not believe this would be

appropri at e.
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5. Special Rules for Screeni ng Mammography, |nfluenza Vacci ne,
and Pneunococcal Vacci ne (8422.100(h))

Section 422.100(h) establishes special rules for screening
manmogr aphy, influenza vacci ne, and pneunobcoccal vacci ne.
Enrol | ees of M+C organi zations may directly access, through self-
referral, screening nmanmography and influenza vaccine. 1In
addi ti on, M+C organi zati ons may not inpose cost sharing for
i nfl uenza vacci ne and pneunpbcoccal vacci ne.

Comment: Several commenters expressed concern that
enrol |l ees may directly access out-of-network providers through
self-referral. They believe that self-referrals should be
limted to in-network providers. Furthernore, they feared that
an enrollee my self-refer to noncertified facilities or
noncr edenti al ed provi ders.

Response: The right to directly access screening
manmogr aphy services and flu vacci nes does not include accessing
t hese services out of network. Section 422.112(a) specifies that
an M+C organi zation "may specify the networks of providers from
whom enrol | ees may obtain services" if the organi zation neets a
nunber of specified conditions. M+C organizations thus have the
di scretion under 8422.100(h)(1) to require that self-referrals be
made to a provider within the MtC plan’s network, as |ong as
sufficient access is provided in that network. W note that if

an M+C organi zation offers a point-of-service (POS) option under
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its MtC plan, an enrollee selecting this option could self-refer
to an out-of-network provider, consistent with the paynent rul es
establ i shed by the MtC organi zati on.

Comment: One conmenter stated that we should prohibit cost
sharing for nmanmography as well as vaccines, noting that both
health care services are preventive in nature and woul d be cost -
effective neasures for the Medicare programin the long term
The comrenter pointed out that wonmen constitute a substantia
portion of the Medicare popul ation, and asserted that allow ng
cost sharing for screeni ng nmanmogr aphi es coul d be perceived as
bot h gender-specific and discrimnatory in nature.

Response: Various provisions of Title XVII1 of the Social
Security Act specify the coverage of mamography, influenza
vacci ne, and pneunococcal vaccine. The Act provides that there
shoul d be no deductible for any of these services. Further,
while the Act indicates that there be no copaynent for influenza
and pneunococcal vaccine, it provides for a 20 percent
coi nsurance for manmography. (See, for exanple, section 1834(c)
of Title XVIII and 42 CFR 8410.152(h).) These are policies
establ i shed by statute for the original Medicare program and we
see no basis for requiring MC organi zations to provide nore
favorable treatnent to M+C enrol |l ees than that provided to

ori gi nal Medi care beneficiaries.
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Comment: A conmenter requested that we clarify in the
regul ations that the prohibition on cost-sharing for influenza
and pneunococcal vaccine applies to the inposition of cost-
sharing on MtC pl an enroll ees.

Response: As requested by the conmenter, we have added
| anguage to the regulation text to clarify that M+C organi zati ons
are prohibited frominposing cost sharing "on their MC plan
enrol | ees"” for influenza and pneunpbcoccal vacci nes.

6. Special Rules for Point-of-Service (POS) Option (8422.105)

A PCS benefit is an option that an MtC organi zati on nay
of fer under an MtC coordi nated care plan, or network MC MSA
plan, to provide enrollees in such plans with additional choice
i n obtaining specified health care services. A coordinated care
plan may include a POS option as an additional benefit, a
mandat ory suppl enental benefit, or an optional suppl enental
benefit. A network MSA plan may include a PCS option only as a
suppl enental benefit.

Under a PGS option, the M+C organi zati on generally permts
enrol |l ees to obtain specified itens and services outside of the
M-C plan’s normal prior authorization rules, but provides that
enrollees will incur higher financial liability for such
services. The enrollee may be required to pay a premumfor the
benefit unless the benefit is offered as an additional benefit.

M+-C organi zati ons can establish what services are avail abl e under
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a PCS benefit and the anobunt of nenber cost sharing subject to
ACR limts. MC organizations may al so place other limts on the
benefit; for exanple, a plan could offer a POS benefit as a
travel benefit allow ng nenbers to access specified services when
the nenber is traveling outside of the plan’s service area.

Comment : Several commenters objected to the restriction in
the interimfinal regulation at 8422.105(a) stating that a PGS
benefit can be used only to obtain services from providers that
do not have a contract with the M-C organi zation. The comenters
mai nt ai ned that an inportant aspect of a PCS benefit is that it
al | ows beneficiaries who have reservati ons about joining a
managed care plan the opportunity to enroll wthout follow ng
strict prior authorization requirenents to access services, and
that this consideration applies without regard to whether the
provider is part of the M+tC plan network. Sonme commenters al so
noted that the restriction against in-network use of a POS
benefit was particularly unfair to MtC plans with | arge provider
networ ks, since the likelihood of an in-network referral was nuch
greater. Several commenters stated that if we are concerned
about in-plan use of a POS benefit, the solution is nonitoring
rat her than prohibiting beneficiary choice.

Response: In the interimfinal MC regul ations, we
specified that an MtC PCS benefit could be used by plan nenbers

only to obtain health care services from providers outside of the



HCFA- 1030- FC 215
plan’s contracted provider network (non-network providers). The
intent of this restriction was to ensure that plan enrollees were
not i nappropriately induced to use a POS benefit to obtain
services at higher cost fromplan contracting providers that they
coul d otherw se receive at |ower cost by follow ng the plan

aut horization rules for obtaining health care services. However,
we have reconsidered this position in response to the above
comments, and in recognition of the fact that a nunber of

organi zations withdrew their POS benefit due to this restriction.
We recogni ze that for sone beneficiaries the ability to obtain
health care services directly from providers w thout obtaining
advance authorization is an inportant choice. Accordingly, in
order to ensure that beneficiaries have the w dest possible array
of choices, we have decided to allow plans the option of offering
a PCS benefit that can be used by plan nenbers to receive
services fromplan contracting providers.

We remai n concerned about the potential for inappropriate
cost-shifting to beneficiaries. To help guard against this
possibility, we have revised 8422.105 to require that MC
organi zations offering a POS benefit nust track, and report to us
upon request, POS utilization at the M+C plan | evel by both
contracting providers and noncontracting providers. 1In
nonitoring use of the POS benefit, we will pay particul ar

attention to potential over-utilization of the POS benefit by
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plan enrollees in obtaining services fromthe plan contracting
provi der network. We will attenpt to verify that it is a matter
of choice when a plan nmenber uses a PCS benefit to obtain
services, rather than due to the nmenber being inappropriately
deni ed pronpt access to the service by the plan. W note that an
M+-C organi zation still has the option of offering a POS benefit

t hrough an MtC pl an that can be used by plan nenbers only to
obtain health care services from provi ders who do not contract
with the plan.

Comment: A commenter asked if the POS regul ations apply to
PCS benefits that are offered only for enployer group nenbers.
The commenter noted that under 8422.106, enpl oyer group benefits
that are designed to conplenent the Medi care benefits are
exenpted from our review.

Response: An enployer may through negotiation with an MtC
organi zati on provide a PCS benefit for nenbers of an enpl oyer
group who elect to join an MtC plan. As described in the
regul ati ons at 8422.106, such enhancenents to the Medicare-
approved benefit package are not subject to our review or
approval .

Comment: A conment er expressed concern about the
requi renent at 8422.105(d)(2)(iv) that a POS benefit nust have a
maxi num annual out - of - pocket cap on enrollee liability. The

comment er questi oned whet her cappi ng enrol | ee out - of - pocket
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expenses woul d | eave the plan at risk for all out-of-network care
recei ved by the enroll ee once the cap was exceeded.

Response: As the comrenter stated, M+C plans offering a PCS
benefit must place an annual maxi num cap on an enrollee’s
financial liability in using a POS benefit. The reason for
requiring a cap on beneficiary financial liability is to ensure
t hat beneficiaries understand in advance what their maxi num
financial risk is in using a POS benefit. However, once the
annual maxi mum for a POS benefit is reached (including the
beneficiary cap), the plan does not have to continue paying for
health care service under a PCS benefit. For exanple, consider a
plan that offers a POS benefit with a $5, 000 annual maxi mum and
requires 20 percent coinsurance fromthe beneficiary using the
PCS benefit. In this exanple, the nenber’s annual maxi num
financial liability under PCS is $1,000 (20 percent of $5,000).
Once the $5,000 overall PGS annual maxi mumis reached, the
beneficiary has paid the out-of-pocket maxi rum of $1,000 and the
pl an has contri buted $4,000 of the $5,000 annual nmaxi mum for the
PCS benefit. At this point, the plan has no further obligation
to cover services for the beneficiary under the POS benefit.

Thus, any use of the POCS benefit beyond this nmaxi num woul d be at
the enrollee’s financial liability. W note that
8422.105(d)(2)(iii) specifies that an MtC organi zati on nust

explain in the Evidence of Coverage the enrollee’ s financia
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responsibility for services that are not covered under the POS
benefit or services beyond the maximum PCS limt.

In general, we expect that organizations offering a POS
benefit will be able to provide enrollees with tinely information
on the POS financial limts, coverage rules, and enrollee
cost-sharing for a given service, including the capacity to
provi de enrol |l ees with advance coverage information over the
phone. For exanple, if the PCS benefit has an annual dollar cap,
enrol | ees should be able to phone the organi zation offering the
PCS benefit and be inforned of how close they are to reaching the

financial cap on the benefit. In addition, the plan should be

abl e to advise an enroll ee whether a particular service will be
pai d for under a POS benefit, how nuch the nmenber will pay

out - of - pocket, and how nmuch the plan will contribute under the
PCS benefit.

7. Medicare Secondary Payer (MSP) Procedures (8422.108)

As stated in the June 26, 1998 interimfinal rule, Medicare
does not pay for services to the extent that there is a third
party that is to be the primry payer under the provisions in
section 1862(b) of the Act and 42 CFR Part 411. The M+C
organi zation must, for each MtC plan, identify payers that are
primary to Medi care under section 1862(b) of the Act and part

411; determ ne the anmounts payabl e by those payers; and
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coordinate its benefits to Medicare enrollees with the benefits
of the primry payers.

The MtC organi zati on nay charge, or authorize a provider to
charge, other individuals or entities for covered Medicare
services for which Medicare is not the primary payer. |If an
enrol | ee receives froman MC organi zati on covered services that
are al so covered under State or Federal workers' conpensation,
any no-fault insurance, or any liability insurance policy or
plan, including a self-insured plan, the MtC organi zati on may
charge, or authorize a provider to charge the insurance carrier,
the enpl oyer, or any other entity that is liable for paynent for
the services under section 1862(b) of the Act and part 411 of
this chapter, or the MtC enrollee, to the extent that he or she
has been paid by the carrier, enployer, or entity for covered
nmedi cal expenses.

Where Medicare is a secondary payer to enployer coverage in
the case of certain working Medicare beneficiaries, an MtC
organi zati on may charge a group health plan (GHP) or |arge group
health plan (LGHP) for services it furnishes to a Medicare
enrol |l ee who is also covered under the GHP/ LGHP, and nmay charge
the Medicare enrollee to the extent that he or she has been paid
by the GHP/ LGHP.

Comment: Two conmenters requested that the M+C regul ati ons

provi de that Medi care secondary payer regul ations apply generally
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to M+C organi zati ons. One of these commenters al so favored a
cross reference to the Medicare overpaynent regul ations.

Response: M-C organi zations are to apply only the Medicare
secondary payer (MSP) rules as found in section 1852(a)(4) of the
Act and in 8422.108. Qher MSP provisions do not apply to MC
organi zati ons, and they do not have recourse to them However,
M+-C organi zati ons are expected, as provided under 8422.108(a), to
| ook to section 1862(b) of the Act and 42 CFR Part 411 to
det ermi ne whet her Medicare or sone other party is the primary
payer .

Since section 1852(a)(4) of the Act and 8422.108 are the
only MSP provisions that apply in the MC context, MC
organi zati ons woul d pursue their Federally authorized clains
under State law. Federal preenption of State laws in the NMSP
context would occur only to the extent a State | aw woul d prohi bit
an M+C organi zation from conplying with what the Federal rules
authorize (that is, frombilling and recovering from specified
third parties, and from beneficiaries to the extent they have
received third party paynents that are prinmary to Medi care under
MSP rul es). These recoveries are not nmade on behalf of the
United States and, therefore, the Federal overpaynent rules cited
by the conmenter do not apply.

Comment: One conmenter requested that enroll ees be given

witten notice of their right to appeal an M+C organi zati on



HCFA- 1030- FC 221
deci sion to withhold paynment under MSP rules, or file a request
for a waiver of recovery of the overpaynent.

Response: Section 422.568 requires an M+C organi zation to
give an enrollee witten notice of any denial, in whole or in
part, which includes a description of the enrollee’ s appea
rights. It is not necessary to create a separate requirenent in
the MSP context. Wth respect to a request for waiver of
recovery of the overpaynent, since any recoveries are not
obt ai ned on behalf of the United States, State |aws rather than
Federal overpaynent rules would apply.

Comment: One conmenter believes that if an M+C pl an
enrollee with coverage primary to Medicare obtai ned services from
provi ders not participating in the MtC plan, the M-C organi zati on
shoul d pay for the services. By paying nonplan providers first,
and then seeking recovery fromthe prinmary payer, the beneficiary
woul d not be held responsible for the bill

Response: There is no statutory authority to require M+C
organi zati ons to nmake paynents to nonplan providers, except in
the circunstances set forth in 8422.100(b)(1) (for exanple,
energency or urgently needed services, out-of-area dialysis) and
8422.114(b) (for exanple, access to services under an M+C private
fee-for-service plan).

Comment: Three conmmenters recommended that since sone

States have |laws that do not allow HVMOs and health insurers to
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seek paynent from prinmary payers, the regulations should be
clarified to indicate that MSP rul es preenpt any State | aws that
woul d prevent an M+C organi zation from conplying with the Federa
| aw and regul ati ons.

Response: W are adding a new paragraph "f" to 8422.108 to
clarify that a State cannot take away an MtC organi zation’s
Federal rights to bill or authorize providers to bill for
services for which Medicare is not the primary payer. However,
not hing in section 1852(a)(4) of the Act would prohibit a State
fromlimting the anount of the recovery; therefore, State | aw
could nodify an M+C organi zation’s rights in this regard, but
coul d not deny thementirely.

Comment: One commenter believes that the use of the term
"charge" in this section is not appropriate. The comrenter
poi nted out that "charge" has a specific nmeaning in the Medicare
context (as in "reasonable charge"), and the use of "charge" in
this section is not consistent with the comenter’s understandi ng
of the common neaning of this term The comenter reconmended
revising the regulations to use the term"bill" or "coll ect
from" The same conmenter al so suggested that there was
anbiguity in the use of the word "determne" in 8422.108(b)(2),
because "determ ne" and "determ nations" also have different
speci fic meani ngs under Medicare. "Calculate" or "identify" was

suggested as a repl acenent.
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Response: The intended neaning of "charge" as used in this
section is "the inposing of a pecuniary obligation on another
entity." Although this usage is technically correct and
consistent with statutory | anguage, in the interest of clarity,
we are adopting the comenter’s request, and changing "charge" to
"collect fronm in the regulation headings, and to "bill" in the
body of the regulation text. W also have changed "determ ni ng"
to "identify" in subsection (b)(2).

8. National Coverage Determ nations (8422.109)

Section 422.109 addresses how MtC organi zati ons are paid
when a new Medi care benefit is required under a national coverage
determ nation, but paynment for this benefit is not yet included
in the organization’s capitation rate. Frequently, we devel op
coverage policy on new procedures or technology during the year.
M+-C organi zati ons nust provide these benefits as soon as they are
covered by Medicare, even if this occurs during the mddle of a
contract year. |If the cost of such new benefits exceeds a
specified threshold, we pay the M:C organi zation on a fee-for-
service basis under original Medicare paynent rules to cover the
services in question.

Comment: Commenters requested that we include a definition
of "national coverage determi nation” in the MtC regul ati ons, and
objected to the fact that beneficiaries would be |iable for

payi ng the Part A deductible, when the beneficiary in nost cases
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has al ready been charged prem um or cost-sharing anmounts based on
the actuarial value of this deductible.

Response: The definition of "national coverage
determ nation” was not included in the MtC regul ati ons because it
is already set forth in 8400.202 of title 42 of the CFR however,
for the conveni ence of users of the M+C regul ati ons, we have now
repeated this definition in 8422.2. Wth respect to the issue of
the Part A deductible, section 1852(a)(5)(A) of the Act provides
that services covered by a national coverage determ nation
i nvol ving significant costs not included in MC capitation
paynments are not covered as a service that nust be provided under
the M+C contract in exchange for capitation paynents. Section
1852(a)(5)(B) of the Act provides that the normal rule that
capitation paynents are made in |lieu of regular Medicare paynents
(section 1851(i)(1) of the Act) does not apply in the case of
addi ti onal services covered under a national coverage
determ nation. Thus, the services would be covered under
original Medicare's coverage rules. Congress did not provide for
a simlar exception, however, to the rule in section 1851(i)(2)
of the Act providing that "only the M+C organi zati on shall be
entitled to receive paynents fromthe Secretary under this title
for services furnished to [an MtC enrol | ee of that
organi zation]." Read together, these provisions nean that the

M+-C organi zation will receive Medi care paynent under origina
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Medi care's paynent rules for services covered by a nationa
coverage determ nation that triggers the procedures in 8422.109.
Under these paynent rules, a beneficiary is liable for

deducti bl e and cost-sharing amounts, which is why 8422.109(b) (5)
provi des that enrollees would pay these amobunts. Although the
enrol |l ee has in nbost cases paid a prem um and ot her cost sharing
based on the actuarial value of Part A and Part B deductibles and
cost sharing, this anmount is for services covered under the
contract. These services are covered outside the contract under
ori gi nal Medicare paynent rules. However, since the general Part
A deducti bl e arguably woul d al ready have been satisfied for the
beneficiary through M+C plan prem uns and cost sharing, we are
revising 8422.109(b)(5) in response to this coment to provide
that MtC enrol |l ees are responsi ble only for coi nsurance anounts.
Medi care paynments will thus be made wi thout regard to
satisfaction of the Part A deductible.

9. Discrimnation Against Beneficiaries Prohibited (8422.110)

Consi stent with section 1852(b)(1) of the Act, 8422.110

establ i shes that an M+C organi zati on may not discrimnm nate anong
Medi care beneficiaries based on any factor that is related to
health status, including, but not limted to the foll ow ng
factors: nedical condition (including nmental as well as physica
i1l ness), clainms experience, receipt of health care, nedica

hi story, genetic information, evidence of insurability (including
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conditions arising out of acts of donestic violence), or
disability. The only exception to this rule is that an MtC
organi zati on may not enroll an individual who has been nedically
determined to have end-stage renal disease (unless the individua
is already enrolled with the organi zati on under a different
plan). MtC organi zations are required to observe the provisions
of the Cvil R ghts Act, Age D scrimnation Act, Rehabilitation
Act of 1973, and Americans with Disabilities Act.

Comment: One conmenter suggested that we require MtC
organi zati ons to provi de handi capped-accessible facilities for
mar keti ng presentations, full access to plan information and pl an
providers, as well as access to the MtC organi zation itself.

Response: This coment speaks to the practice of health
screening and the allocation of marketing resources with respect
to di sabl ed popul ations. Section 422.110(c) requires MC
organi zations to neet the requirenments of the Anericans with
Disabilities Act (ADA). Consistent with ADA, an MtC organi zation
nmust ensure that its providers and marketing presentations
accommodat e persons with disabilities, both in terns of physica
accessibility and comuni cation of information. Thus, the
organi zati on and providers nust afford the sane freedom of choice
with respect to providers to all enrollees. Further, access to
i nformati on nust be provided in appropriate alternative formats

upon request, such as Braille, enlarged font (at |east 14 point),
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audi o cassette, closed or open captioning, or formats that
accommobdate low | iteracy beneficiaries. |In providing information
access to hearing-inpaired individuals, MC organi zations nust

not rely on relay services but nust make avail able TTY/ TDD
service as well. Again, these requirenments are consistent both
with the Anericans with Disabilities Act and with the MtC
provisions in 8422.80(e)(2) regarding marketing to the disabled
popul ati on.

10. Disclosure Requirenents (8422.111)

Section 1852(c) of the Act |ists several areas where an MtC
organi zati on must disclose specific information to each M+C pl an
enrol |l ee. These disclosure requirenments are set forth in
8422.111 of the regulation. MC organizations are required to
provide to each MC plan enrollee, at the tine of enrollnment and
at | east annually thereafter, in a clear, accurate, and
standardi zed form (that is, through the Evidence of Coverage),
the following information regarding the enrollee's MtC pl an:
service area, benefits offered under the plan and under origina
Medi care, access to providers, out-of-area coverage, energency
coverage, supplenental benefits, prior authorization rules,
gri evance and appeal s rights and procedures, quality assurance
prograns, and disenrollnment rights and responsibilities.

M+-C organi zations are also required to provide additiona

i nformati on upon request of a beneficiary, including: genera
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coverage and conparative plan information, information on the
nunber and di sposition of grievances and appeals, infornmation on
the financial condition of the MtC organi zati on, the procedures
the organi zation uses to control utilization of services and
expenditures, and a summary of physician conpensation
arrangenents. Section 422.111 al so includes procedures for an
M+-C organi zation to follow when it intends to change its rules
for an MtC plan, and describes the enrollee notification

requi renents when there are changes in a plan's provi der network.

Finally, as discussed in section Il.B of this preanble,
8422.64 no longer lists the information that we nust provide to
beneficiaries. However, because 8422.111 referred to this
material in several places, we are revising 8422.111 to
i ncorporate the necessary specifications into a new
par agraph (f).

Comment: Several commenters acknow edged the inportance of
provi di ng beneficiaries with information on their range of health
care choices, so that they can nake infornmed decisions about
their Medicare coverage. However, they were concerned that
duplication of efforts will result fromour responsibilities to
provi de beneficiaries with the information fornerly specified in
8422.64(c) (now set forth in 8422.111(f)) conbined with the
requirenents in 8422.111 concerning information that an M+C

organi zation nmust disclose to its enrollees. The comenters
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vi ewed these requirenents as an unnecessary overl ap of
i nf ormati on.

Response: W have no intention of burdening MC
organi zati ons wi th unnecessary di sclosure requirenents that
duplicate our efforts. However, just as section 1851(d) of the
Act mandates our responsibilities for distributing information to
all beneficiaries (including the requirenent at section
1851(d)(7) of the Act that M-C organi zations provide us with the
i nformati on needed to carry out these responsibilities), section
1852(c) of the Act establishes several specific requirenents for
M+-C organi zations to disclose plan information to their
enrollees, and to individuals eligible to enroll in their plans.
The MtC regul ations do not expand upon the disclosure
requi renents set forth in the MtC statute. In general, the plan-
specific information that we collect from MtC organi zati ons for
Medi care Conpare (our database of conparative plan information)
can al so be used by M+C organi zations to neet their statutory
i nformati on disclosure responsibilities. Thus, although the
statute does mandate that M-C organi zations report simlar
i nformati on both to us and to their plan enrollees, we do not
believe that the M+C disclosure requirenments should result in
significant additional burdens for MC organizations.

Comment: Commenters di scussed the inportance of conveyi ng

required information to beneficiaries in a culturally conpetent
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manner. They suggested that criteria be devel oped by us for use
by MtC organi zati ons.

Response: W agree that plan information needs to be
provided to beneficiaries in a culturally conpetent manner, so
that beneficiaries are provided with the opportunity to nmake
fully informed health care choices. W note that 8422.80(c)(5)
addresses this concern by specifying that, for narkets with a
significant non-English speaking popul ation, nmarketing materials
and el ection forns nust be provided in the | anguage of those
i ndividuals. In order for M+C organi zations to provide
beneficiaries with plan information in a culturally conpetent
manner, we provide gui dance for both devel opi ng and revi ewi ng
mar keti ng materials through our managed care manual, narketing
gui del i nes, and operational policy letters. MC organi zations
are required to submt their nmarketing materials and el ection
forms to us for review prior to distribution to Medicare
beneficiaries. The Regional Ofices (RO, with direction from
Central Ofice, are involved in review ng and approving pl ans’
marketing materials. |In carrying out these efforts, the RGCs
bal ance the MtC organi zations' needs for flexibility in
devel opi ng beneficiary information with our responsibility to
assure that materials are conpliant with the regulation and are
consi stent nationwide. The RGCs require that information be

changed if it is inaccurate, m sleading, or unclear.
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Qur plans for standardi zi ng beneficiary enroll ment and
appeal s notices, including the Evidence of Coverage (EQC
i nvol ve consulting with interested parties, including beneficiary
advocacy groups. W are now in the process of consuner testing
the enrol Il ment and appeal s notices to ensure that the nessage of
each notice is clearly understood by beneficiaries. (For a
further discussion of cultural conpetency issues as they pertain
to the delivery of services, see section Il.C 11 bel ow.)

Comment: Commrenters suggested that information should be
di sclosed in a standard fornmat or nodel notice, including
i nformati on that mnmust be provided upon request of the
beneficiary.

Response: W agree that standardi zed formats for M-C
beneficiary notification materials are needed. Health care
information that is provided in a well-designed standardi zed
format, using consistent, descriptive term nol ogy, assists
beneficiaries in making inportant decisions about their health
care.

We have initiated a two-phase Marketing Materi al
St andar di zati on Project that includes input fromthe nanaged care
i ndustry and beneficiary advocacy groups. |In Phase I, we have
i npl enment ed, begi nni ng Cctober 15, 1999, a standardi zed Sumary
of Benefits (SB), the key pre-enroll nent marketing docunent

provi ded to beneficiaries, so that they can conpare the sane
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benefits and costs across several MtC plans and origi na
Medi care. Phase Il will involve standardi zi ng beneficiary
enrol | mrent and appeals notices. W are conducting consuner
testing of these notices in preparation for the final phase of
t he standardi zation initiative.

Phase Il of our standardi zation project includes the ECC,
al so known as the Subscriber Agreenent and Menber Contract. The
ECC contains an expl anation of plan benefits (covered services),
menber rights, and nmenber/ M+C pl an contractual responsibilities
and obligations. The EOC is provided to beneficiaries when they
join the MtC plan and annually thereafter. As part of the
standardi zati on process for the ECC, we rel eased a nodel EOC on
Decenber 1, 1999, for use in contract year 2000, that MC
organi zations are required to distribute to all enrolled nmenbers
by May 15, 2000. In devel oping the nodel ECC, we consulted with
managed care industry representatives and beneficiary advocacy
groups, and we intend to use this nodel as a baseline for
devel opi ng the standardi zed EOC. The process for standardi zing a
docunent as inportant and conprehensive as the ECC requires
adequate tinme for input fromthe industry and beneficiary
advocacy groups, for public review and coment, and for
i npl enentation of the standardi zed docunent. W plan to begin

standardi zation of the ECC in the Spring of 2000 and to conplete
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the process in tine for the Novenber 2001 annual el ection period
for contract year 2002.

W al so have provi ded gui dance to M+C organi zati ons on the
manner and formfor disclosing the information required under
8422.111(c) upon a beneficiary’s request. For exanple, OPL
099. 081, issued on February 10, 1999, addresses appeal and
gri evance data disclosure requirenents, and further clarifying
instructions were issued in OPL 2000.114. These discl osure
requi renents are consistent with the reporting units for the
Heal t h Pl an Enpl oyer Data and Information Set (HEDI S), the
Medi care Consuner Assessnent of Health Plans Study (CAHPS), and
the Medicare Health Qutconmes Survey (HOS). W have al so issued
gui dance on how M+C organi zati ons can best provide informtion
relating to conpensation for physicians, specifically incentive
arrangenents. The gui dance includes suggested | anguage for
mar keting materials as well as suggested responses for requests
frombeneficiaries. Again, our ROs will review these materials
as part of their usual responsibilities for pre-approving
beneficiary materi al s.

Comment: Commrenters expressed concern that infornmation
concerni ng the nunber and di sposition of appeals and grievances
from MtC plans with low enroll nent may not be statistically
val i d, and suggested that reporting such data could be m sl eadi ng

to beneficiaries. They reconmended that, if an M+C organi zati on
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of fers a nunber of different MtC plans in a single service area,
t he organi zati on should report appeals and grievance data on an
aggregate basis, rather than on a plan-specific basis.

Response: W assessed alternative ways to report this
i nformati on and deci ded that the npbst neaningful way to report
this informati on would be to nake it consistent with the
reporting unit for HED S, CAHPS, and the Medicare HOS. The
reporting unit for these instrunents is the "contract market,"
which inplies either reporting by contract or by a market area
within a contract. MC organizations nmust report for each
contract unless we divide the contract service area into "nmarket
areas.” We will assess all contract service areas to determ ne
whet her M+C organi zati ons nust report by nmarket area, and w ||
notify plans as soon as possi bl e whether they nmust report by
mar ket area. Further details on subdividing the contract service
area into market areas can be found in OPL 099-081. The OPL al so
descri bes the data collection periods and reporting periods that
have been established in order for M+C organi zations to report
data consistently. W and our contractors are working with MC
or gani zati ons and consuner groups to determ ne additiona
i nformati on needed to devel op a national managed care appeal and
gri evance data collection and reporting system wth data

di scl osure requirenents to be built into this system
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Comment: Several commenters expressed concerns over the
requi renent for public reporting of quality inprovenent results.
They feared that this reporting could result in: (1) MC
organi zations altering their decision nmaking to produce
conpetitively attractive nunbers” at the expense of good patient
care, or (2) the dissem nation of data that could easily be
m sinterpreted by Medicare beneficiaries, rather than of value in
facilitating informed beneficiary choice.

Response: The reporting of plan-specific quality and
performance indicators is based directly on the requirenents of
section 1851(d)(4)(D) of the Act. Mdreover, we believe that it
is essential for plan conparison purposes that MtC organi zati ons
report on standardi zed quality neasures. The standardized
nmeasures that we are requiring, as discussed in detail in section
I1.D of this preanble, are largely those of HEDIS. These
nmeasures are predictive of health care outcones, well-defined,
and wel | -established in the private sector. Thus, we do not
believe that the commenters’ concerns that the reporting of these
nmeasures Wi Il negatively affect MtC organi zati ons’ deci sion
maki ng and | ead to w despread public msinterpretation are
justified.

Comment: We received several comrents regarding
notification of beneficiaries of changes in an MtC plan's

provi der network. Three comrenters suggested that the
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requirenent that witten notification to the enroll ee occur
wi thin 15 worki ng days of the receipt or issuance of a notice of
provi der term nation would be confusing for enrollees and an
adm ni strative burden for MtC organi zati ons. Anot her comrenter
suggested that the 15 working days be converted to cal endar days
to be consistent with the appeal s requirenents under Subpart M
Response: W recognize that the requirenent that witten
notice be provided "within 15 working days of receipt or issuance
of a notice of term nation" has the potential in sone situations
to cause confusion for beneficiaries and i npose an unnecessary
adm ni strative burden on M+C organi zati ons. For exanple, because
contract negotiations with providers often extend beyond a 15-day
period after initial notice of term nation, an MtC organi zati on
may be unable to furnish definitive network information to its
enrollees within the 15-day tinme frane. Therefore, we are
revising 8422.111(e) to decouple the enrollee notice tine franme
fromthe “issuance or receipt” of a notice of term nation and
i nstead require that an M+C organi zati on make a good faith effort
to provide witten notice at |east 30 cal endar days before the
term nation effective date. (As the commenter suggested, we agree
that measuring this tinme frane by using cal endar days, rather
t han wor ki ng days, would inprove the internal consistency of the
M+-C regul ations, as well as elimnating any possi bl e confusion

over what constitutes a "working day.")
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Comment: Two conmenters suggested defining "regul ar basis”
for purposes of 8422.111(e). Under this requirement, a MtC

organi zation must notify "all enroll ees who are patients seen on
a regul ar basis by the provider whose contract is termnating."
One coment er suggested that "regul ar basis" be defined as seeing
a provider within the | ast 180 days or 6 nonths.

Response: Section 422.111(e) is clear that all enrollees
who are patients of a primary care professional (PCP) nust be
notified by the M-C organi zati on when a PCP's contract is
term nated. W are not making any change in this regard. For
ot her providers, the regulations establish the "regul ar basis"
standard. Cenerally, we would interpret this standard to require
the notification of all enrollees who have a referral to a
specialist for an ongoi ng course of treatnent, or of all regular
patients of an OB/ GYN, for exanple. 1In conbination with the
explicit requirenent for notification of all patients of a PCP,
we believe that the “regul ar basis” standard is sufficient for
acconpl i shing the objective of notifying all enrollees who are
likely to be affected by a provider termnation. W note that
this requirenment does not preclude the providers thensel ves from
notifying MtC enroll ees of the term nation of their participation
in an M+C plan's provi der network.

11. General Access Requirenents (8422.112)

a. Introduction
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Section 422.112 establishes a series of requirenents ained
at ensuring that enrollees in MtC pl ans have adequate access to
services. As discussed in our June 26, 1998 interimfinal rule
(63 FR 34989), these requirenents stemfrom section 1852(d) of
the Act and existing regulations and policies under part 417, as
wel | as addressi ng recommendati ons fromthe Consumer Bill of
Ri ghts and Responsibilities, and reflecting standards fromthe
Quality I nprovenment System for Managed Care (Q SMC).

On February 17, 1999, we published a final rule (64 FR 7968)
that set forth limted changes to the M+C regul ati ons publi shed
in the June 26, 1998 interimfinal rule. In the February 17,
1999 final rule, we nade changes to several of the access
provi sions of this section. These changes involved the
coordi nation of care requirenents, provisions related to conpl ex
or serious nedical conditions, notification requirenents when
specialists are termnated froman MtC plan, and initial care
assessnent requirenents.

More specifically, for serious and conplex conditions, the
treatment plan nmay be updated by a health care professional other
than the primary care provider. Furthernore, this section now
requires that the M-C organi zati on ensure adequate coordi nation
of providers for persons with serious or conplex nedica
conditions. Under the general coordination of care requirenents,

the responsibility for ensuring coordination of care is not
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limted to an individual provider. Instead, the organization
must: 1) establish policies to ensure coordination; and 2) offer
each enrollee a primary source of care. Further, as to the
initial assessnment, each organization will be expected only to
denonstrate a "best effort” attenpt to conplete the assessnent of
health care needs within 90 days of enrollnent. Finally, we no

| onger require, when a specialist is involuntarily term nated
froman M+C plan, that the MtC organi zation offer to provide
enrol |l ees with the nanes of other plans in the area that contract
with the specialist. However, as discussed above, the genera
requi renents regarding notification of affected patients upon
provider termnation remain in effect. Conments on aspects of
the access requirenents that were not addressed in our February
17, 1999 final rule are discussed bel ow

b. Provider Network (8422.112(a) (1))

Section 422.112(a)(1) requires MC organi zations that w sh
tolimt an enrollee’ s choice of providers to maintain and
nonitor a network of appropriate providers that is supported by
witten agreenents and is sufficient to provide adequate access
to covered services to neet the needs of the popul ation served.
W received several comrents regardi ng access standards and one
comment regardi ng contracting with comunity pharnacies.

Conment: Several commenters asked us to el aborate on access

standards by including tinme and di stance travel standards, such
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as specifying a 30-mle standard except where travel is
difficult.

Response: Both the Medi care managed care manual and the
Q SMC gui del i nes issued on Septenber 28, 1998 specify that a 30-
m | e standard nust be satisfied in order to neet access
requi renents, except where a different standard is justified by
geographic factors. W believe the inclusion of this requirenent
in these docunents provides sufficient guidance on this subject.
Furt hernore, because the community pattern of care in some rura
areas is to travel further than 30 mles for care, we do not
believe it would be appropriate to establish an absolute 30-mle
standard in the regul ations.

Comment: One conmenter requested that we require MtC
organi zations to contract with community pharnmacies that are
easi |y accessi bl e.

Response: Conmunity pharmaci es have a nunber of advant ages,
and thus, MC organizations should consider this as an option in
provi di ng pharmacy services. However, other options, such as
pharmacy benefit managenent conpanies or mail order pharmacies,
may have ot her advantages that are appropriate for MC
organi zations to consider, such as |lower cost. |In choosing anong
t hese options, the M+C organi zati ons nust ensure that the
provi ders of pharmacy services neet the various access and

qual ity standards required by these regul ations, inplenenting
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manual s and guidelines. Gven these criteria, we do not believe
it appropriate to require that conmunity pharmaci es be nandat ed
as the source of pharmacy services.

c. Primary Care Provider Panel (8422.112(a)(2))

Section 422.112(a)(2) requires an M+C organi zati on t hat
wi shes to limt an enrollee’ s choice of providers to establish a
panel of PCPs from which an enrollee nay choose. W received two
comments regardi ng the PCP panel.
Comment: One conmenter specified that all PCPs shoul d be
| i censed physicians or Doctors of Osteopathy.
Response: Q SMC Standard 3.2.1.2 provides additiona
gui dance with respect to our policies regarding PCPs. The
gui del i ne states:
An organi zation may permt |licensed practitioners other
than physicians to serve as primary care providers,
consistent with requirenents of applicable State | aws.
(Qualifications of such practitioners, and the degree
of supervision required, are generally established
under State law). |f an organi zation desi gnates
nonphysi ci an practitioners as prinmary care providers,
it must still ensure that each enrollee has a right to
di rect access to a physician for prinmary nedical care.
This right may be ensured in either of two ways: (a)

the enroll ee may choose between a physician and
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nonphysi ci an primary care provider, and nay change this
choice at any tine; or (b) when the enrollee is not
al |l oned such a choice, an enrollee with a nonphysician
primary care provider nay have tinely access to a
physi ci an upon request.

The guideline further states: "An organi zation nay allow an
enrollee to select a physician group, clinic, federally qualified
health center, or other facility with nultiple practitioners as
his or her primary source of care. To the extent feasible, the
enrol | ee nust be allowed to choose an individual primry care
provider within the group or facility."

Thus, the Q SMC guidelines do not |limt enrollees to the use
of physicians or Doctors of Osteopathy as PCPs. However, as
i ndi cated, an MtC organi zati on nust provide enrollees with access
to physicians or Doctors of Osteopathy upon request.

Furthernore, 8422.112 (a)(1l) requires that the M-C organi zation

have an adequate network of providers and 8422.112 (b)(2)

requires the organi zation to offer each enroll ee a source of

primary care. In addition, consistent with the BBA provisions
regardi ng antidi scrimnation, and the Consuner Bill of Rights and

Responsibilities, we intend to provide enrollees with freedom of

choice in the selection of providers subject to the above

constraints. Therefore, we are not adopting the commenter's

suggestion. W note that an M+C organi zati on's use of
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nonphysi ci ans to deliver Medicare benefits nust be consi stent

wi th Medi care coverage requirenents, such as "incident to"

supervi sion requirenents. To the extent nonphysicians are
provi di ng non-Medi care covered services as an additional or

suppl enental benefit, these requirenents do not apply.

d. Specialty Care (8422.112(a)(3))

This section requires an M+C organi zation to provi de or
arrange for necessary specialty care, and gives wonmen enroll ees
the option of direct access to a wonen’s health specialist within
the network for wonen’s routine and preventive health care
services, notw thstanding that the MtC organi zati on naintains a
PCP or sone other neans for continuity of care.

Comment: One conmenter expressed concern that an MtC
organi zati on may prohibit enrollee access to a specialist wthout
a referral froma PCP, even when not all enrollees will choose to
select, or be provided, a PCP. This would effectively deny
access to specialist care to such individuals.

Response: Again, all M-C organi zations nust provide an
adequat e network of providers (8422.112(a)(1)), offer to provide
each enrollee with an ongoi ng source of primary care
(8422.112(b)(2)), and provide a primary source of care to each
enrol | ee who requests one. In addition, 8422.112(a)(3) requires
an M+C organi zation to provide or arrange for necessary specialty

care. (As discussed above in section Il1.C. 1, we are revising
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8422.112(a)(3) to clarify that an MtC organi zati on shal

aut hori ze out-of-network specialty care when its plan network is
unavai |l abl e or inadequate to neet an enrollee's nedical needs.)
If an M+C organi zation requires its enrollees to obtain a
referral in nost situations before receiving services froma
specialist, specialty care is nedically necessary, and the
enrol | ee has not selected a PCP, the M+C organi zati on nust either
assign a PCP for purposes of naking the needed referral or make
ot her arrangenents to provide the necessary care. Accordingly,
we have revised 8422.112(a)(2) to specify that the MtC

organi zati on nmust nake specialty care available even if a plan
enrol | ee has not selected a PCP.

Comments: Several commenters asked for clarification of the
terms "routine” and "preventive" as they apply to wonen’s health
services. They asserted that routine services should include
nore than just preventive services, while the exanples offered in
the preanble to the June 26, 1998 interimfinal rule only were
limted to preventive services. One commenter noted that there
are many services that OB/ GYNs are nost appropriately qualified
to provide that should not require a referral from another
physi ci an, such as hornonal replacenent therapy, and treatnent of
ost eoporosis, genital relaxation disorders, incontinence,
abnormal uterine bleeding, urinary tract infections (UTl), and

sexual dysfunction. Another commenter suggested that we clarify
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that even though wonen have direct access to wonen's health
specialists, it was not intended that the PCP be bypassed.

Response: W consider routine and preventive wonen's health
care services to nean: an examthat is provided on a regular,
periodic basis, in the absence of presenting synptons, diagnosis
or conplaints, for disease prevention and heal th nai nt enance.
The exanpl es fromthe comenter, therefore, are not routine and
preventi ve.

In the setting of such an exam abnornalities may be found,
such as incidental vaginitis or UTl, or abnornmal Pap snear. W
woul d consider routine services to follow up on such gynecol ogi c
abnormalities to be included under this definition.

We agree that the provision is unclear about the role of
PCPs, and have del eted from 8422.112(a)(3) the reference to
"while the plan naintains a PCP or sone other means for
continuity of care.”

Al t hough the regul ations require that MtC organi zati ons
al | ow wonen direct access (that is, without referrals or
preaut hori zation) to a wonen's health care specialist within the
network for wonen's routine and preventive services, if there is
a PCP, he or she needs to be kept informed of the health care
provi ded by such specialists. It is up to the MtC organi zati on

to devel op appropriate strategies for assuring such an outcone.
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We note that an MtC organi zati on may pl ace restrictions on
enrollees as to the eligible universe of providers to whomthey
may "self-refer” for wonen's health services. Thus, Q SMC
guideline 2.2.3.2 provides for MtC organi zations to create fornal
subnetworks. In these cases, an organi zati on can require an
enrollee at the tine of initial selection of a PCP, to choose an
entire subnetwork that may al so include specialists, hospitals,
or other providers. The enrollee nmay be required to obtain
covered services, including routine and preventive wonen's health
services through providers affiliated with the system Under the
Q SMC gui deline, an enrollee could change his or her choice of
subnetwork at any time. (See the guidelines for further details,
i ncludi ng an M+C organi zation’s responsibilities to ensure that
enrol |l ees are aware of the inplications of their choice of a PCP
in ternms of the avail abl e subnetworks associated with a given
PCP.)

Comment: One conmenter suggested that we all ow OB/ GYN
specialists to serve as PCPs.

Response: Al though such a practice is permssible under the
M+-C regul ati ons, we believe that this is a decision that should
be made by the M+C organi zati ons, based upon the needs of their
enrol | ees and avail abl e resources. This position is consistent

with that adopted regarding use of specialists with respect to
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"serious and conpl ex" medical conditions, as stated in the
February 17, 1999 final rule.

e. Serious Medical Conditions (8422.112(a)(4))

Under 8422.112(a)(4), MtC organi zations nust have procedures
that enable the organization to identify individuals with serious
or conplex medi cal conditions, assess and nonitor those
condi tions, and establish and inplenment treatnent plans.

Conment: Several commenters asked for clarification of what
is meant by “serious or conplex nedical conditions.”

Response: On August 31, 1999, the Institute of Medicine
(1OM subnmitted a final report to us, entitled "Definition of
Serious and Conpl ex Medical Conditions.” This report is
avai |l abl e through the Internet at "www. nas.edu".

A key recommendation nmade in the report is: "The commttee
recommends that the Health Care Financing Adm nistration should
provi de gui dance [enphasis added] to health plans to assist their
efforts to identify patients with serious and conpl ex nedi ca
conditions. Specifically, the commttee recomends the foll ow ng
| anguage be used to facilitate efforts of plans to identify their
enroll ees with "serious and conplex conditions"”: a serious and
conpl ex condition is one that is persistent and substantially

disabling or life-threatening that requires treatnents and
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services across a variety of domains of care to ensure the best
possi bl e outcones for each uni que patient or nenber.”

In view of the conmttee's reconmendation that it is
premature to establish an adm nistrative definition of these
terms, we have decided not to nake any changes at this tinme to
the regul ations regardi ng serious nmedical conditions. W wl|
provi de further policy guidance on the nmeaning of this definition
through a future OPL. For now, M+C organizations have the option
of adopting the IOMdefinition or devel oping an alternative
definition.

The conmittee al so recommended that rather than focus on
access to specialists, the treatnent plans that MC organizations
devel op shoul d address access to specialty care. Furthernore,
the conmttee recommended that MtC organi zati ons devel op a care
managenent strategy that integrates the participation of al
those involved in the care of the patient, including primary care
physi ci ans; nedi cal and surgical specialists; nurses and nurse
speci al i sts; behavioral and nental health specialists; physical,
occupational, and speech therapists; social workers; allied
heal t h professionals; and comuni ty-based service providers. The
forthcomng OPL will address these strategies, as well as provide
gui dance on inplenentati on and nonitoring procedures.

f. Witten Standards (8422.112(a)(7))
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Section 422.112(a)(7) (as recodified in the February 17,
1999 final rule) requires the establishment of witten standards
for specified areas of policy and procedures (coverage rules,
practice guidelines, paynent policies, and utilization
managenent). This section is based on existing regul ati ons and
policies under part 417. W received two conments regarding this
requirenent.

Comment: In a coment cosigned by one hundred and fifty
advocacy organi zations, it was suggested that we anend the
regul ati ons regardi ng use of practice guidelines to specifically
encourage or require contracting managed care plans to use
Federal | y-devel oped practice guidelines, where appropriate.

Response: In general, we concur with the comenters that
the use of Federally-devel oped practice guidelines, such as those
produced by the Departnent of Health and Human Services, in the
provi sion of services is a desirable objective. However, we
believe that the commenter’s suggestion that use of these
gui del i nes be nandated by regul ati on woul d be i nconsistent with
section 1801 of the Act, which provides that the Medicare statute
"shall [not] be construed to authorize any Federal officer or
enpl oyee to exercise any supervision or control over the practice
of nmedicine or the manner in which nmedical services are provided.

" Wiile we thus do not believe that mandati ng use of

Federal guidelines is appropriate, we do encourage MtC
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organi zati on health provider commttees to explicitly consider
such recommendations, particularly as they relate to care of
enrol |l ees with high-risk, conplex care needs (such as those with
H V di sease, cancer, etc.).

Comment: One conmenter requested that we specify that the
"responsi bl e heal th professionals" be included in the devel opnent
of practice guidelines and nedical reviewcriteria.

Response: W encourage M+C organi zations to include the
responsi bl e health professionals in the devel opnent of such
witten standards. |In sonme cases, however, a physician nay be
qualified to devel op standards that apply to other health
professionals, and it could inpose an undue burden on MtC
organi zations to require that all responsible health care
prof essi onal s al ways be consul ted about standards. W therefore
do not believe it would be appropriate to i npose an absol ute
requi renent that all health professionals always be included in
devel oping witten practice guidelines. W believe, however,
that as a general matter, it is inportant that health care
prof essi onal s such as physician assistants, advanced practice
nurses, clinical psychologists and others integrally involved and
know edgeabl e regardi ng treat nent planning and delivery,
contribute to the process of standard devel opnent. W woul d thus
expect that M-C organi zations generally will consult with such

prof essionals in devel oping guidelines in their areas, even
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t hough we are not inposing an absol ute requirenent for such
consultation in all cases. For a further discussion of this

i ssue, see the portion of the February 17, 1999 final rule
dealing with provider participation rules.

g. Cultural Considerations (8422.112(a)(9))

Section 422.112(a)(9) (as recodified in the February 17,
1999 final rule) requires that services be provided in a
culturally conpetent manner to all enrollees, including those
with limted English proficiency or reading skills, diverse
cul tural and ethnic backgrounds, and physical or nental
disabilities. W received nany comrents regarding this section.

Comment: Many comenters asked for clarification regarding
the term"culturally conpetent” and our expectations with respect
to the inplementation and nonitoring of this requirenent. Wile
some commenters asserted that the cultural conpetence requirenent
woul d be too burdensone and shoul d be del eted, npbst supported the
requi renent, but requested additional detail and gui dance
regarding its interpretation.

Response: In reviewing the comments received, there were
several recurrent thenes: (1) w despread support of the genera
requi renent that all health care services be provided in a
culturally conpetent fashion; and (2) a need for us to clarify
our expectations with respect to acceptable activities undertaken

to achi eve that goal
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We do not believe that changes to the regul ation text
regarding the definition of cultural conpetence are needed, other
than to delete the reference in the regulations to nental and
physi cal disabilities (as discussed below). However, in this
preanble, we will attenpt to provide further guidance on this
issue. W also intend to incorporate the principles discussed
here into the Q SMC guidelines as we revise the Q SMC cultura
conpet ence st andards.
We believe that the delivery of culturally conpetent health
care and services requires health care providers and
adm nistrative staff to possess a set of attitudes, skills,
behavi ors, and policies that enables the organization to function
effectively in cross-cultural situations. Appropriate care
delivery should reflect an understanding of the inportance of
acqui ring and usi ng knowl edge of the unique health-rel ated
beliefs, attitudes, practices and comruni cati on patterns of
beneficiaries and their famlies to inprove services, strengthen
prograns, increase comunity participation and elimnate
di sparities in health status anong di verse popul ati on groups.
Activities to pronote achi evenent of this objective fall
under a variety of categories, including but not limted what we

refer to as "Organi zati onal Readi ness,” "Comunity Assessnent,”

"Program Devel opnent,"” and "Performance | nprovenent,"” for

exanpl e. Under Organizational Readi ness, M-C organi zati ons woul d
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conduct educational programs to increase the know edge of their
staff about the unique health care beliefs, attitudes, practices,
and comuni cation patterns of the popul ations served by their
plan. Title VI of the Cvil R ghts Act (see 28 CFR 842.405(d) (1))
specifically requires that M+C organi zati ons provi de assi stance
to persons with limted English proficiency, where a significant
nunber or percentage of the eligible population is likely to be
affected. These requirenents may require the organi zation to
take sone of the followi ng steps: assess the |anguage needs of
beneficiaries in their service area, provide sufficient access to
proficient interpreters, and dissemnate witten policies on the
use of interpreters. In addition, the MC organi zati on provider
networ k shoul d be capable of neeting the cultural, |inguistic,
and i nformati onal needs of the beneficiaries residing in the
service area. ldeally, the racial and ethnic diversity of the
service area would be reflected in the provider network and staff
of the M+C organi zation. The literature has denonstrated that
enrollees are nore likely to seek and accept health care services
when delivered by one of their own racial or ethnic group. The
M+-C organi zati on nust ensure that all enpl oyees have received
education regarding the inportance of providing clinically
conpetent and culturally appropriate services.

Community Assessnent entails conduct of a nmarket assessnent

to identify the specific health care needs of the beneficiary
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popul ation as they relate to enrollee groups' health problens
(for exanple, sone diseases are ethnically and genetically
linked). Using existing and secondary data resources,

organi zations would collect data to the extent necessary to
identify any special culturally-based health care needs anong
their beneficiaries. Program Devel opnent woul d ent ai

i npl enentation of formal prograns and culturally sensitive
patient education projects that reduce and eventually elimnate
cultural, linguistic, and informational barriers known to deter
or di scourage heal t h-seeki ng behavi or.

Finally, Perfornmance |Inprovenent would entail addressing an
identified need or opportunity for inprovenent, either through a
qual ity inprovenment project or other formal programthat seeks to
resol ve undesirable differences in utilization of services and
outcomes of care across all relevant racial, ethnic and cultura
groups served by the managed care organi zati on.

The goal is to pronote quality health care services, ensure
effective dissem nation of information, and enhance consuner
rights and protections by fostering a denonstrated conmtnent to
and establishing a coordinated and integrated system for,
cul tural conpetence. This approach is consistent with other
Federal initiatives and recomendati ons fromthe President’s Race
Initiative and fromthe President’s Advisory Comn ssion on

Consuner Protection and Quality in the Health Care Industry.
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As achieving this objective is a MC program requirenent,
M+-C organi zations will be nonitored for conpliance in this
regard. W have devel oped additional inplenmentation tools to
assi st M+C organi zations in neeting the cultural conpetency
requi renent, such as operational specifications for five initia
test measures and further steps which could be taken to inprove,
test, and expand on enrollee, disparity and standard-based
i nventories. The specifications for the five initial measures
wer e devel oped based upon the recommendati ons of an expert pane
and woul d require no new data collection on the part of the M+C
organi zation. W wll soon be offering these nmeasures to M+C
organi zations for use in their QAPI projects.

Finally, ensuring culturally conpetent care is congruent
with our commitnent to being a prudent purchaser of health care
services. A grow ng body of know edge denobnstrates that when
care is provided in a clinically conpetent and culturally
appropriate fashion, it is nore readily understood and accepted
by the patient. As a result, patient conpliance with treatnent
i s enhanced, outcones are inproved, and health care costs and
expenses are reduced as a result of dimnished norbidity and
nortality.

Comment: One conmenter pointed out that physical and nental
disabilities are unrelated to cultural conpetence issues. The

commenter stated that including a reference in 8422.112(a)(9) to
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i ndi viduals with physical and nental disabilities was insensitive
and i nappropriate, noting that such disabilities are not a

"cul ture".

Response: W believe that the principle objective
underlying the requirenent to provide services in a culturally
conpetent manner is to address unique racial and ethnically-
rel ated health care concerns. Thus, we agree with this
commenter, and are deleting the rel evant | anguage. W note that
the special concerns and rights of individuals w th physical or
mental disabilities are addressed el sewhere in the M+C
regul ati ons (for exanple, under 88422.110(c) and
422.502(h) (1) (iii)).

Comment: One conmenter believes that Federal |aw prohibits
provi ding material bel ow high school reading |evel.

Response: W were unable to |locate any statutory citation
in support of the conmmenter’s view, and none was provided by the
commenter. W believe that the comrenter is mstaken that
materials at a reading | evel bel ow high school cannot be
provi ded. Market research has shown that the najority of
Medi care enrol |l ees are able to nost effectively conprehend the
conpl ex issues addressed in our literature when the information
is targeted for those at a 4th-6th grade reading |level. The

Medi car e Handbook accordingly is geared for individuals at
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precisely that level. Therefore, we believe that our current
approach is both appropriate and well-justified.

12. Confidentiality and Accuracy of Enrollee Records (8422.118)

Consi stent with section 1852(h) of the Act, 8422.118
requi res M+C organi zations to establish procedures that safeguard
the confidentiality and accuracy of enrollee records that
identify a particular enrollee, including nedical docunents,
adm ni strative docunents, and enrollnment information. The
regul ati ons specify that information fromthese records may be
rel eased only to authorized individuals. Each MtC organi zation
nmust establish procedures for conplying with the confidentiality
standards, including policies governing access to information
within the organi zation as well as when and how i nformati on may
be di scl osed outside the organi zati on without enrollee
aut hori zation. Additionally, the M+C organi zati on nust naintain
accurate records and ensure tinely access for enrollees who w sh
to exam ne their own records.

The MtC organi zation nust abide by all applicable State and
Federal |aws regarding confidentiality and disclosure of health
i nformati on and any other information about enrollees. 1In the
exi sting regul ations, "nental health records” are nentioned
separately as subject to this requirenent. However, because
mental health records clearly constitute a subset of the other

heal th records specified at 8422.118 (that is, "nedical records,
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health information, and any other enrollee information"), we are
revising the regulations via this final rule to elimnate the
redundant separate reference. This has no effect on the
substance of the requirenent.

Comment: Several commenters have suggested that the
i ndustry needs one Federal standard for confidentiality,
especially in light of the fact that State confidentiality | aws
woul d not be preenpted unless they conflict with Federa
requi renents. One comenter stated that there thus could be 50
different sets of patient confidentiality standards.

Response: The MtC regul ati ons are not the appropriate
vehicl e for establishing the balance between State and Federa
confidentiality laws. This issue is under discussion in
Congress, which is a nore appropriate venue for making this
determ nation. Further, because Federal standards for
confidentiality and privacy of individually identifiable health
i nformati on have recently been proposed by the Secretary (as
di scussed in sonme detail below), and because M+C organi zati ons
will be required to conply with those regul ati ons once they are
finalized, we have chosen not to make substantive changes in the
exi sting MrtC confidentiality regulations at this tine. 1In the
interests of clarification, however, we have nade sone technica
changes in the existing requirenments, including reorganizing them

to (1) pronote consistency with the confidentiality requirenents
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under ot her Federal health care prograns (such as Medicaid) and
(2) enphasize the inportance of applicable Federal and State
laws, while still ensuring that the privacy of MtC enroll ees’
health information is safeguarded in the absence of other
appl i cabl e | aws.

Pursuant to Section 264 of the Health Insurance Portability
and Accountability Act (H PAA) (Pub. L. 104-191), the Secretary
of Health and Human Services was directed to pronul gate
regul ations on the confidentiality and privacy of individually
identifiable health information if confidentiality |egislation
governing electronic health informati on was not enacted by
August 20, 1999. Such legislation was not enacted, and the
Secretary published a notice of proposed rul emaki ng, Standards
for Privacy of Individually Identifiable Health Information, in
the Federal Register at 45 FR 160, et seq, on Novenber 3, 1999.
(This proposed rule is available at the Adm nistrative
Sinplification web site, http://aspe. hhs.gov/admsinp/). As
proposed, these regul ations would apply to health infornmation
that has been maintained or transmtted electronically, or held
by health plans, health care providers who engage in certain
el ectronic transactions, and health care cl eari nghouses. MC
organi zati ons woul d be consi dered health plans for the purposes

of the proposed privacy regulation. The proposed rule would
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establish detail ed standards for the use and discl osure of
el ectronic health information.

Comment: Several commenters suggested that we devel op
procedures regardi ng the mai ntenance of confidentiality of
patient records, and have said that these procedures should be
provi ded to the beneficiary.

Response: As noted above, in light of the pending privacy
regul ati ons, we are not inposing any additional requirenents
here. The Secretary's proposal would require health plans
(i ncludi ng MtC organi zati ons) and other covered entities to
devel op procedures for maintaining the privacy of health
information and to informpatients and enrollees of their confi-
dentiality practices.

Comment: Several commenters asked for clarification of
preanbl e | anguage at 63 FR 34991, which they read to preclude MC
organi zations fromsharing patient information with outside
contractor clainms adm nistrators w thout individual patient
consent .

Response: The M+C regul ations are not intended to prohibit
the sharing of patient identifiable information within an MC
organi zati on or between the organization and its contractors for
t he purposes of paynent, treatnent or coverage decisions. Thus,
an M+C organi zation nmay circulate such information within the

organi zation, and externally, to the extent that such information
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is needed to coordinate or bill for the care of an MtC enrol | ee.
However, MC organi zations generally are prohibited fromselling
or circulating patient identifiable data to outside organizations
or entities that are not involved in paynent, treatnent, or
coverage deci sions, wthout specific authorization fromthe
enroll ee or an enrollee's authorized representative.

Comment: Several commenters asked us to specify that
patient data nay be shared for bona fide nmedical research, and to
limt the extent to which patient identifiable information could
be rel eased for research purposes. One conmenter asked for
clarification as to whether information can be shared in the
event of a court order or subpoena.

Response: As discussed above, we are not expandi ng on the
exi sting MrC confidentiality requirenents to address specific
i ssues here, such as to whom and under what conditions rel ease of
patient identifiable information is authorized. To the extent
that M+C organi zati ons have proper safeguards in place and to the
extent that State | aw authorizes the rel ease of such information,
this section of this regul ati on does not bar the use and
di scl osure of records for nedical research. Section 422.118(a)
expressly states that nedical records nay be released in
accordance with "court orders or subpoenas.” The Departnent’s
proposed privacy regulation would set forth specific standards

for disclosing information in both of these situations, and when
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that regulation is finalized, MC organi zations will be permtted
to disclose information only in accord with those standards. In
the interim M-C organi zations could voluntarily use those
proposed privacy standards as a guide in fornulating their
pol i ci es and nmaki ng di scl osure deci si ons.
13. Information on Advance Directives (8422.128)

Advance directives are docunents recogni zed under State |aw,
signed by a patient or his/her authorized representative that
expl ain the patient’s wi shes concerning a given course of nedica
care should a situation arise when he or she is unable to nake
t hese wi shes known. The M+C organi zation is legally responsible
for providing enrollees with information on their rights under
State law to establish advance directives, and ensuring that
advance directives are docunented in a prom nent part of the
beneficiary’s nedical record. The M+C organi zation is permtted
to contract with other entities to furnish information concerning
advance directives requirenments. The M:C regul ations retain for
M+-C organi zations the requirenents that applied to HMOs and CWPs
under part 417, which state an HMO nust maintain witten policies
and procedures concerning advance directives as defined in
8489. 100 with respect to all adult individuals receiving nedica
services by or through HVOs.

Comment: Commenters asserted that MtC organi zati ons shoul d

not be responsible for obtaining or docunenting the existence of
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an advance directive, and that organi zations shoul d ensure that
"responsi ble health care entities educate patients and docunent

t he existence of advanced directives." The commenters stated
that an M+C organi zati on cannot reasonably be hel d responsible
for docunenting whet her an individual has el ected an advance
directive because the chart is in the control of the primary care
physi ci an.

Response: Qur position that an M+C organi zati on shoul d be
responsi bl e for obtaining and docunenting the existence of
advance directives is consistent with the requirenents of both
State | aw and the Patient Determ nation Act of 1991, which we
expanded upon in our final rule on June 27, 1995 (42 CFR
8489.100). Both the Act and the regul ati ons i nclude managed care
organi zati ons anong the entities responsible for obtaining and
docunenti ng advance directives information. The BBA nade these
sanme standards applicable to MrC organi zati ons.

Comment: A commenter asked for clarification as to what we
wi |l accept as evidence of best efforts and reasonable plan
oversi ght. Another commenter suggested we should require M+C
organi zations to submt and receive approval on all advance
directive docunents. This commenter feared (and all eged that
there is proof) that an M+C organi zati on m ght | ead beneficiaries

down a path of less care in tinmes of greatest need, and that
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advance directives could be used by an organi zation to coerce a
beneficiary to forego care.

Response: The M+C advance directive requirenents, which
fee-for-service providers have been follow ng for sone years, are
gui del ines which refer to State law. Therefore, MC
organi zati ons nust conply with the advance directive requirenents
of the States which they serve, and we cannot give detailed
gui delines as to what constitutes best efforts in each State. W
bel i eve the Medicare regul ations give provider entities and
States a great deal of flexibility, and we are prepared to work
with themon specific entities.

Regardi ng the comenter's concerns about possible
encour agenent of inappropriate underutilization as the result of
advance directives, we believe that the nonitoring process wll
prevent and/or identify abuses of advance directives. For
exanpl e, the MtC contractor interimnonitoring guide states that
an organi zation's policies nust pronote enroll ee understandi ng of
their conditions and facilitate the devel opnent of nutually
agreed upon treatnent goals. W have stated in Q SMC and
OPL 98-72, that with respect to advance directives, the MtC
organi zati on nmust neet several criteria, including that it may
not make treatnent conditional or otherw se discrimnate on the
basi s of whether an individual has executed an advance directive.

Underutilization patterns should be reveal ed by ot her aspects of
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the nonitoring process, and, with regard to advance directives
specifically, we are exploring the possibility of devel opi ng

further nonitoring criteria.



